
Figure. Mean Percentage Value from Baseline over Time in Bilirubin (mITT/Safety Population)
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Table. Change from baseline in Bilirubin on days 1, 3, 7, 14, 21 and 28 (mITT/ Safety Population)

	
	Melatonin 
 (n=12)
	Placebo 
 (n=6)
	Total 
 (n=18)

	Bilirubin
	Absolute value
	Percentage Value
	Absolute value
	Percentage Value
	Absolute value
	Percentage Value

	
	Screening - Day 0
	n
	11
	
	6
	
	17
	

	
	
	N missing
	1
	
	0
	
	1
	

	
	
	Mean (SD)
	0.44 (0.164)
	
	0.71 (0.532)
	
	0.53 (0.350)
	

	
	
	Median
	0.43
	
	0.50
	
	0.43
	

	
	
	(Q1, Q3)
	(0.28, 0.58)
	
	(0.36, 0.84)
	
	(0.32, 0.59)
	

	
	
	(Min, Max)
	(0.23, 0.71)
	
	(0.32, 1.72)
	
	(0.23, 1.72)
	

	
	Visit 1 - Day 1
	n
	10
	9
	6
	6
	16
	15

	
	
	N missing
	2
	3
	0
	0
	2
	3

	
	
	Mean (SD)
	0.46 (0.124)
	105.91 (37.341)
	0.70 (0.612)
	98.91 (17.056)
	0.55 (0.386)
	103.11 (30.221)

	
	
	Median
	0.48
	93.02
	0.48
	106.44
	0.48
	100.00

	
	
	(Q1, Q3)
	(0.40, 0.51)
	(82.76, 109.09)
	(0.40, 0.59)
	(86.44, 111.11)
	(0.40, 0.53)
	(82.76, 111.11)

	
	
	(Min, Max)
	(0.26, 0.69)
	(66.20, 171.43)
	(0.33, 1.94)
	(70.24, 112.79)
	(0.26, 1.94)
	(66.20, 171.43)

	
	Visit 2 - Day 3
	n
	11
	10
	5
	5
	16
	15

	
	
	N missing
	1
	2
	1
	1
	2
	3

	
	
	Mean (SD)
	0.43 (0.187)
	98.54 (36.744)
	0.72 (0.422)
	99.74 (26.224)
	0.52 (0.301)
	98.94 (32.630)

	
	
	Median
	0.40
	97.18
	0.58
	92.68
	0.45
	94.37

	
	
	(Q1, Q3)
	(0.28, 0.54)
	(73.91, 107.69)
	(0.45, 0.76)
	(83.14, 125.00)
	(0.32, 0.63)
	(73.91, 114.29)

	
	
	(Min, Max)
	(0.17, 0.80)
	(54.00, 186.05)
	(0.38, 1.43)
	(69.05, 128.81)
	(0.17, 1.43)
	(54.00, 186.05)

	
	Visit 3 - Day 7
	n
	9
	8
	4
	4
	13
	12

	
	
	N missing
	3
	4
	2
	2
	5
	6

	
	
	Mean (SD)
	0.56 (0.433)
	153.92 (177.433)
	1.03 (1.096)
	107.69 (31.061)
	0.70 (0.691)
	138.51 (144.276)

	
	
	Median
	0.45
	83.24
	0.60
	97.47
	0.45
	88.74

	
	
	(Q1, Q3)
	(0.36, 0.48)
	(74.46, 127.76)
	(0.32, 1.74)
	(88.34, 127.05)
	(0.34, 0.85)
	(78.88, 127.76)

	
	
	(Min, Max)
	(0.17, 1.53)
	(72.00, 588.46)
	(0.30, 2.63)
	(82.93, 152.91)
	(0.17, 2.63)
	(72.00, 588.46)

	
	Visit 4 - Day 14
	n
	9
	9
	4
	4
	13
	13

	
	
	N missing
	1
	1
	0
	0
	1
	1

	
	
	Mean (SD)
	0.40 (0.159)
	84.61 (26.340)
	0.78 (0.956)
	78.02 (35.594)
	0.52 (0.529)
	82.58 (28.094)

	
	
	Median
	0.38
	97.62
	0.39
	68.65
	0.38
	84.09

	
	
	(Q1, Q3)
	(0.29, 0.49)
	(65.52, 103.57)
	(0.22, 1.35)
	(53.20, 102.84)
	(0.28, 0.50)
	(61.29, 103.57)

	
	
	(Min, Max)
	(0.19, 0.70)
	(32.84, 113.95)
	(0.15, 2.20)
	(46.88, 127.91)
	(0.15, 2.20)
	(32.84, 127.91)

	
	Visit 5 - Day 21
	n
	6
	6
	2
	2
	8
	8

	
	
	N missing
	2
	2
	2
	2
	4
	4

	
	
	Mean (SD)
	0.73 (0.984)
	166.41 (228.399)
	0.74 (0.827)
	61.81 (21.121)
	0.73 (0.889)
	140.26 (199.173)

	
	
	Median
	0.29
	91.94
	0.74
	61.81
	0.29
	80.31

	
	
	(Q1, Q3)
	(0.23, 0.71)
	(38.10, 114.29)
	(0.15, 1.32)
	(46.88, 76.74)
	(0.20, 1.02)
	(42.49, 107.14)

	
	
	(Min, Max)
	(0.16, 2.70)
	(34.33, 627.91)
	(0.15, 1.32)
	(46.88, 76.74)
	(0.15, 2.70)
	(34.33, 627.91)

	
	Visit Day 28
	n
	2
	2
	3
	3
	5
	5

	
	
	N missing
	2
	2
	1
	1
	3
	3

	
	
	Mean (SD)
	0.25 (0.141)
	52.86 (24.244)
	0.65 (0.632)
	59.44 (17.220)
	0.49 (0.503)
	56.81 (17.556)

	
	
	Median
	0.25
	52.86
	0.44
	52.38
	0.35
	52.38

	
	
	(Q1, Q3)
	(0.15, 0.35)
	(35.71, 70.00)
	(0.15, 1.36)
	(46.88, 79.07)
	(0.15, 0.44)
	(46.88, 70.00)

	
	
	(Min, Max)
	(0.15, 0.35)
	(35.71, 70.00)
	(0.15, 1.36)
	(46.88, 79.07)
	(0.15, 1.36)
	(35.71, 79.07)

	Instead of change, the percentage value from baseline was presented, calculated as: (Visit X value / Screening value) *100. In case of visit X value = Screening value, the percentage value was 100%. Final visit performed before day 28 that was recorded in 'Final Visit - Day 28' has been included in the subsequent visit to the last visit performed.

	


