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Table S10.1
Shifts in Clinical Laboratory Values

Safety population; values in SI unitsa

Laboratory parameter Placebo (n = 42) Drug X 50 mg (n = 22) Drug X 100 mg (n = 22)

Alanine aminotransferase, U/L

Mean (SD) 34.2 (8.1) 35.1 (9.0) 37.9 (10.4)

Subjects above ULN / below LLN 1 (2.4%) 2 (9.1%) 4 (18.2%)

Aspartate aminotransferase, U/L

Mean (SD) 31.8 (7.6) 32.9 (8.4) 36.2 (9.9)

Subjects above ULN / below LLN 0 (0.0%) 1 (4.5%) 3 (13.6%)

Gamma-glutamyl transferase, U/L

Mean (SD) 29.4 (11.2) 33.8 (14.6) 38.1 (16.9)

Subjects above ULN / below LLN 1 (2.4%) 3 (13.6%) 5 (22.7%)

Creatinine, umol/L

Mean (SD) 78.1 (12.4) 79.6 (13.8) 81.9 (15.1)

Subjects above ULN / below LLN 2 (4.8%) 3 (13.6%) 4 (18.2%)

Hemoglobin, g/L

Mean (SD) 141.2 (9.8) 140.1 (10.2) 139.4 (11.0)

Subjects above ULN / below LLN 0 (0.0%) 0 (0.0%) 1 (4.5%)

Potassium, mmol/L

Mean (SD) 4.32 (0.28) 4.28 (0.31) 4.21 (0.33)

Subjects above ULN / below LLN 1 (2.4%) 2 (9.1%) 1 (4.5%)

Glucose, mmol/L (fasting)

Mean (SD) 5.41 (0.62) 5.62 (0.71) 5.88 (0.83)

Subjects above ULN / below LLN 3 (7.1%) 5 (22.7%) 7 (31.8%)

INR, ratio

Mean (SD) 1.02 (0.09) 1.04 (0.11) 1.07 (0.12)

Subjects above ULN / below LLN 0 (0.0%) 0 (0.0%) 1 (4.5%)

a Red: >= 13% (Drug X 100 mg) or >= 10% (Drug X 50 mg) of subjects with confirmed central-lab abnormalities in the corresponding arm. ULN/LLN per site local ranges, re-read centrally.
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