16.2.8.5 Listing of abnormal laboratory results

Subject ID Sex Visit Date Category Parameter Unit Value
1 Female  Screening (-5to D1) 07APR2021 Hematology White blood cell count 109/L 38 NCS
Neutrophils % 814 NCS
Monocytes % 18 NCS
Lymphocytes % 061 NCS
D/dimers ug/L 3160 CS
Activated partial s 459 NCS
thromboplastin time
International normalized ratio 142 NCS
Biochemistry Alanine aminotransferase  ukat/L 1.77  NCS
Aspartate aminotransferase  ukat/L 119 NCS
Alkaline phosphatase ukat/L 2.8 NCS
Lactate dehydrogenase ukat/L 524 NCS
Glucose mmol/L 124 NCS
CRP mg/L 851 NCS
Ferritin ug/L 672 NCS
Interleukin-6 ng/lL 13.9 NCS
Urinalysis Specific gravity kg/m3 1009 NCS
White blood cell count 108/L 103  NCS
Blood Positive NCS
Bacteria Positive NCS
Baseline (D1) 07APR2021 Immunology CD3+ abs 109/L 301 NCS
CD3+ % 51 NCS
CD4+ abs 109/L 218 NCS
CD8+ abs 109/L 83 NCS
Day 2 08APR2021 Hematology White blood cell count 109L 119 NCS
Platelet count 109/L 466  NCS
Neutrophils % 824 NCS
Lymphocytes % 109 NCS
D/dimers ug/L 1620 NCS
Biochemistry Alanine aminotransferase  ukat/L 1.34  NCS
Alkaline phosphatase ukat/L 2.4 NCS
Lactate dehydrogenase ukat/L 433 NCS
CRP mg/L 521 NCS
Ferritin ug/L 782  NCS
Immunology CD3+ abs 109/L 319  NCS
CD3+ % 54 NCS
CD4+ abs 109/L 242 NCS
CD8+ abs 109/L 83 NCS
Day 3 09APR2021 Hematology White blood cell count 109/L 126 NCS
Platelet count 109/L 482  NCS
Neutrophils % 831 NCS
Lymphocytes % 9.2 NCS
D/dimers ug/L 1250 NCS
Biochemistry Alanine aminotransferase  ukat/L 1.04 NCS
Alkaline phosphatase ukat/L 2 NCS
CRP mg/L 258 NCS
Ferritin ug/L 797  NCS
Immunology CD3+ abs 109/L 4 NCS
Day 5 11APR2021 Hematology White blood cell count 109L 125 NCS
Platelet count 109/L 512 NCS
Neutrophils % 806 NCS
Lymphocytes % 1.3 NCS
D/dimers ug/L 1360 NCS
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Biochemistry Alanine aminotransferase  ukat/L 0.74  NCS

Sodium mmol/L 146 NCS

Glucose mmol/L 124 NCS

CRP mg/L 102  NCS

Ferritin ug/L 816  NCS

Day 7 13APR2021 Hematology White blood cell count 109/L 138 NCS
Platelet count 109/L 492 NCS

Neutrophils % 80.7 NCS

Lymphocytes % 11.9 NCS

D/dimers ug/L 1610 NCS

Biochemistry Glucose mmol/L 8.7 NCS

Ferritin ug/L 885 NCS

Day 14 20APR2021 Hematology White blood cell count 109/L 201 NCS
Neutrophils % 90.5 NCS

Lymphocytes % 55 NCS

D/dimers ug/L 1380 NCS

Biochemistry Alanine aminotransferase  ukat/L 0.74 NCS

Lactate dehydrogenase ukat/L 4.7 NCS

Potassium mmol/L 55 NCS

Glucose mmol/L 98 NCS

Ferritin ug/L 751 NCS

Immunology CD3+ abs 109/L 633  NCS

CD8+ abs 109/L 167  NCS

EoS (Day 21-28) 04MAY2021 Hematology Platelet count 109/L 406  NCS
Neutrophils % 826 NCS

Lymphocytes % 10.7  NCS

D/dimers ug/L 1470  NCS

Biochemistry Glucose mmol/L 8.2 NCS

CRP mg/L 126  NCS

Immunology CD3+ abs 109/L 603  NCS

CD8+ abs 109/L 135 NCS

2 Male Screening (-5 to D1) 20APR2021 Hematology Neutrophils % 842 NCS
Lymphocytes % 9.7 NCS

Biochemistry Lactate dehydrogenase ukat/L 445 NCS

Direct bilirubin umol/L 44 NCS

CRP mg/L 9.7 NCS

Ferritin ug/L 686 NCS

Urinalysis Specific gravity kg/m3 1034 NCS

Baseline (D1) 20APR2021 Hematology Neutrophils % 842 NCS
Lymphocytes % 9.7 NCS

Biochemistry Lactate dehydrogenase ukat/L 445 NCS

Direct bilirubin umol/L 4.4 NCS

CRP mg/L 9.7 NCS

Ferritin ug/L 686  NCS

Immunology CD3+ abs 109/L 355  NCS

CD3+ % 50 NCS

CD4+ abs 109/L 170 NCS

CD8+ abs 109/L 30 NCS

Day 2 21APR2021 Hematology Neutrophils % 729 NCS
Lymphocytes % 153 NCS

Biochemistry Lactate dehydrogenase ukat/L 431 NCS

Direct bilirubin umol/L 4.3 NCS

Ferritin ug/L 608 NCS
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Immunology CD3+ abs 109/L 661 NCS
CD4+ abs 109/L 290 NCS
Day 3 22APR2021 Hematology Neutrophils % 709  NCS
Lymphocytes % 166 NCS
Biochemistry Alanine aminotransferase  ukat/L 111 NCS
Lactate dehydrogenase ukat/L 453 NCS
Direct bilirubin umol/L 53 NCS
Ferritin ug/L 648 NCS
Day 7 26APR2021 Hematology Mean corpuscular glL 361 NCS
hemoglobin concentration
Biochemistry Alanine aminotransferase  ukat/L 09 NCS
Direct bilirubin umol/L 49 NCS
Ferritin ug/L 595 NCS
EoS (Day 21-28) 17MAY2021 Hematology Monocytes % 141 NCS
Biochemistry Glucose mmol/L 58 NCS
3 Female  Screening (-5to D1) 01MAY2021 Hematology Red blood cell count 1012/L 537 NCS
Neutrophils % 847 NCS
Monocytes % 1.3  NCS
Lymphocytes % 135 NCS
Mean corpuscular pg 279 NCS
hemoglobin
Biochemistry Glucose mmol/L 239 NCS
CRP mg/L 111 NCS
Ferritin ug/L 454 NCS
Urinalysis Specific gravity kg/m3 1039 NCS
Glucose Positive NCS
Day 2 02MAY2021 Hematology White blood cell count 109/L 133 NCS
Neutrophils % 83 NCS
Lymphocytes % 13 NCS
Biochemistry Glucose mmol/L 16 NCS
CRP mg/L 711 NCS
Ferritin ug/L 511 NCS
Day 3 03MAY2021 Hematology White blood cell count 109L 158 NCS
Neutrophils % 858 NCS
Lymphocytes % 98 NCS
Biochemistry Glucose mmol/L 11.8 NCS
CRP mg/L 311 NCS
Ferritin ug/L 582  NCS
Immunology CD3+ % 54 NCS
Day 5 05MAY2021 Hematology White blood cell count 109/L 121 NCS
Neutrophils % 77 NCS
Lymphocytes % 138 NCS
Biochemistry Lactate dehydrogenase ukat/L 441 NCS
Calcium mmol/L 205 NCS
Glucose mmol/L 9.9 NCS
CRP mg/L 11.7  NCS
Ferritin ug/L 816  NCS
Day 7 07MAY2021 Hematology Red blood cell count 1012/L 552 NCS
White blood cell count 109/L 121 NCS
Biochemistry Direct bilirubin umol/L 3.7 NCS
Glucose mmol/L 7.2 NCS
CRP mg/L 52 NCS
Ferritin ug/L 697 NCS
Immunology CD4+ abs 109/L 2013 NCS
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EoT 07MAY2021 Hematology Red blood cell count 1012 552 NCS
White blood cell count 109/L 121 NCS

Biochemistry Direct bilirubin umol/L 3.7 NCS

Glucose mmol/L 7.2 NCS

CRP mg/L 52 NCS

Ferritin ug/L 697 NCS

Immunology CD4+ abs 109/L 2013 NCS

Day 10 10MAY2021 Hematology Hemoglobin glL 163  NCS
Hematocrit L/L 0482 NCS

Red blood cell count 1012/L 57 NCS

White blood cell count 109/L 143  NCS

Biochemistry Direct bilirubin umol/L 3.7 NCS

Blood urea nitrogen mmol/L 8.2 NCS

Glucose mmol/L 7.1 NCS

Ferritin ug/L 624  NCS

Immunology CD3+ abs 109/L 3008 NCS

CD4+ abs 109/L 2101 NCS

EoS (Day 21-28) ~ 28MAY2021 Hematology Red blood cell count 1012/L 539 NCS
White blood cell count 109/L 14 NCS

Neutrophils % 779 NCS

Lymphocytes % 16.3  NCS

Red cell distribution width % 159 NCS

Prothrombin time s 257 NCS

International normalized ratio 201 NCS

Biochemistry Lactate dehydrogenase ukat/L 434 NCS

Blood urea nitrogen mmol/L 8.2 NCS

Glucose mmol/L 85 NCS

CS = Clinically significant, NCS = Not clinically significant.
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16.2.8.6 Listing of selected laboratory parameters and their time to the first normalization

First normalization

Time to first
Subject Value at normalization
ID Sex Category Parameter Unit baseline YN Visit Value (days)
1 Female Hematology ~ White blood cell count 109/L 3.8 AVNCS  Yes EoS(Day21-28) 9.7 28
Neutrophils % 81.4 AVNGS  No
Lymphocytes % 0.61 AVNGS  No
D/dimers ug/L 3160 AVSS  No
Biochemistry ~ CRP mg/L 851 AVNCS  Yes Day7 42 7
Ferritin ug/L 672 AVNCS  Yes EoS (Day21-28) 255 28
Interleukin-6 ng/L 139 AVNCS  Yes EoS (Day21-28) 4.41 28
2 Male  Hematology White blood cell count 109/L 74 NV N/A
Neutrophils % 842 AVNCS  Yes Day7 54 7
Lymphocytes % 9.7 AVNCS  Yes Day7 31.3 7
D/dimers ug/L 350 NV N/A
Biochemistry ~ CRP mg/L 9.7 AVNCS  Yes Day?2 49 2
Ferritin ug/L 686 AVNCS  Yes EoS (Day21-28) 309 28
3 Female Hematology White blood cell count 109/L 91 NV N/A
Neutrophils % 847 AVNCS  Yes Day7 56.1 7
Lymphocytes % 135 AVNCS  Yes Day7 30.3 7
D/dimers ug/L 370 NV N/A
Biochemistry ~ CRP mg/L 111 AVNCS  Yes Day 10 2.6 10
Ferritin ug/L 454 AVNCS  Yes EoS (Day21-28) 237 28
Interleukin-6 ng/lL 35 NV N/A

N/A = Not applicable, AV = Abnormal value, NV = Normal value, CS = Clinically significant, NCS = Not clinically significant.

Time to first normalization calculated as Date of first normalization - Date of baseline + 1.
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