
Figure. Mean Percentage Value from Baseline over Time in Ferritin for the overall population (A) and excluding patients with extreme values (B) (mITT/Safety Population)
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Table. Change from baseline in Ferritin on days 1, 3, 7, 14, 21 and 28 (mITT/ Safety Population)

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

	Ferritin
	Absolute value
	Percentage Value
	Absolute value
	Percentage Value
	Absolute value
	Percentage Value

	
	Screening - Day 0
	n
	11
	
	5
	
	16
	

	
	
	N missing
	1
	
	1
	
	2
	

	
	
	Mean (SD)
	1135.5 (780.40)
	
	1061.2 (457.06)
	
	1112.3 (680.43)
	

	
	
	Median
	833.0
	
	1150.0
	
	931.5
	

	
	
	(Q1, Q3)
	(524.0, 1783.0)
	
	(921.0, 1429.0)
	
	(617.5, 1445.0)
	

	
	
	(Min, Max)
	(303.0, 2605.0)
	
	(345.0, 1461.0)
	
	(303.0, 2605.0)
	

	
	Visit 1 - Day 1
	n
	10
	9
	5
	4
	15
	13

	
	
	N missing
	2
	3
	1
	2
	3
	5

	
	
	Mean (SD)
	1075.0 (727.10)
	94.8 (29.11)
	1031.2 (563.26)
	83.1 (27.13)
	1060.4 (656.48)
	91.2 (27.94)

	
	
	Median
	837.5
	93.6
	1011.0
	85.2
	898.0
	93.6

	
	
	(Q1, Q3)
	(597.0, 1206.0)
	(71.4, 118.3)
	(589.0, 1457.0)
	(61.0, 105.2)
	(589.0, 1457.0)
	(70.7, 110.7)

	
	
	(Min, Max)
	(399.0, 2784.0)
	(50.4, 134.5)
	(382.0, 1717.0)
	(51.2, 110.7)
	(382.0, 2784.0)
	(50.4, 134.5)

	
	Visit 2 - Day 3
	n
	9
	9
	4
	4
	13
	13

	
	
	N missing
	3
	3
	2
	2
	5
	5

	
	
	Mean (SD)
	969.0 (678.41)
	79.5 (26.90)
	791.8 (539.89)
	76.6 (34.71)
	914.5 (622.05)
	78.6 (28.02)

	
	
	Median
	746.0
	84.0
	646.0
	83.4
	746.0
	84.0

	
	
	(Q1, Q3)
	(572.0, 1292.0)
	(52.3, 106.7)
	(375.5, 1208.0)
	(48.5, 104.7)
	(414.0, 1292.0)
	(52.3, 106.1)

	
	
	(Min, Max)
	(330.0, 2512.0)
	(49.6, 113.2)
	(366.0, 1509.0)
	(33.5, 106.1)
	(330.0, 2512.0)
	(33.5, 113.2)

	
	Visit 3 - Day 7
	n
	7
	6
	2
	2
	9
	8

	
	
	N missing
	5
	6
	4
	4
	9
	10

	
	
	Mean (SD)
	2034.9 (3877.84)
	297.6 (599.43)
	570.0 (48.08)
	51.5 (19.85)
	1709.3 (3419.91)
	236.1 (519.32)

	
	
	Median
	546.0
	54.1
	570.0
	51.5
	546.0
	54.1

	
	
	(Q1, Q3)
	(330.0, 919.0)
	(39.0, 84.0)
	(536.0, 604.0)
	(37.5, 65.6)
	(500.0, 854.0)
	(38.3, 74.8)

	
	
	(Min, Max)
	(283.0, 10812.0)
	(34.0, 1520.7)
	(536.0, 604.0)
	(37.5, 65.6)
	(283.0, 10812.0)
	(34.0, 1520.7)

	
	Visit 4 - Day 14
	n
	5
	4
	4
	3
	9
	7

	
	
	N missing
	5
	6
	0
	1
	5
	7

	
	
	Mean (SD)
	397.0 (119.90)
	65.6 (21.15)
	689.0 (178.74)
	55.5 (22.06)
	526.8 (207.01)
	61.3 (20.38)

	
	
	Median
	352.0
	66.9
	651.0
	49.1
	533.0
	60.9

	
	
	(Q1, Q3)
	(326.0, 381.0)
	(50.1, 81.2)
	(549.0, 829.0)
	(37.3, 80.0)
	(352.0, 607.0)
	(39.3, 80.0)

	
	
	(Min, Max)
	(319.0, 607.0)
	(39.3, 89.6)
	(533.0, 921.0)
	(37.3, 80.0)
	(319.0, 921.0)
	(37.3, 89.6)

	
	Visit 5 - Day 21
	n
	4
	3
	2
	2
	6
	5

	
	
	N missing
	4
	5
	2
	2
	6
	7

	
	
	Mean (SD)
	302.5 (118.42)
	47.5 (20.48)
	1051.5 (792.67)
	77.8 (49.58)
	552.2 (532.62)
	59.6 (33.16)

	
	
	Median
	260.0
	50.6
	1051.5
	77.8
	368.5
	50.6

	
	
	(Q1, Q3)
	(236.5, 368.5)
	(25.6, 66.2)
	(491.0, 1612.0)
	(42.7, 112.8)
	(260.0, 491.0)
	(42.7, 66.2)

	
	
	(Min, Max)
	(213.0, 477.0)
	(25.6, 66.2)
	(491.0, 1612.0)
	(42.7, 112.8)
	(213.0, 1612.0)
	(25.6, 112.8)

	
	Visit Day 28
	n
	1
	1
	1
	1
	2
	2

	
	
	N missing
	3
	3
	3
	3
	6
	6

	
	
	Mean (SD)
	263.0 ( )
	31.6 ( )
	601.0 ( )
	42.1 ( )
	432.0 (239.00)
	36.8 (7.41)

	
	
	Median
	263.0
	31.6
	601.0
	42.1
	432.0
	36.8

	
	
	(Q1, Q3)
	(263.0, 263.0)
	(31.6, 31.6)
	(601.0, 601.0)
	(42.1, 42.1)
	(263.0, 601.0)
	(31.6, 42.1)

	
	
	(Min, Max)
	(263.0, 263.0)
	(31.6, 31.6)
	(601.0, 601.0)
	(42.1, 42.1)
	(263.0, 601.0)
	(31.6, 42.1)

	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.

	


Figure. Individual Ferritin levels over Time for the overall melatonin group (A) and placebo group (B) (mITT/Safety Population)
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Figure. Individual Ferritin levels over Time excluding patients with extreme values in the melatonin group (A) and placebo group (B) (mITT/Safety Population)
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