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Table 5a: Summary of biochemistry variables at baseline (visit 2) and follow-up visits 3 and 4
	
	Visit 2 (baseline) (n=27)
	Visit 3 (7 days) (n=27)
	Visit 4 (14 days)(n=28)

	Biochemistry
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range

	Sodium
	138.6
(1.9)
	139
(137-140)
	
135-142
	138.8
(2.0)
	139
(138-140)
	
133-142
	138.5
(1.6)
	139
(137-139.5)
	
135-141

	Potassium
	4.3a
(0.3)
	4.35
(4-4.5)
	
3.3-5
	4.29
(0.28)
	4.3
(4.1-4.4)
	
3.8-4.9
	4.29
(0.4)
	4.3
(4-4.55)
	
3.6-5.4

	Urea
	5.4
(2.0)
	5.4
(3.9-6)
	
2.2-11.4
	5.4
(1.7)
	5.1
(4.3-6.6)
	
2.6-9.2
	5.3
(1.6)
	5.3
(4.05-5.85)
	
2.4-8.9

	Creatinine
	55.8
(34.5)
	42
(29-76)
	
18-158
	58.5
(33.4)
	49
(32-80)
	
19-158
	59
(34.8)
	46
(33.5-83)
	
19-163

	eGFR
	116.0 (37.2)
	117.7 (90.9 to 128.5)
	48.1 to 210.2
	110.60
(35.2)
	107.5
(89.3-119.2)
	47.8-221.2
	108.8
(34.7)
	102.5
(85.6-128.8)
	46.0-184.4

	Total Protein
	69.9
(4.8)
	70
(68-74)
	N=21
61-76
	71.4
(7.6)
	71
(68-76)
	N=21
56-90
	69.4
(6.0)
	71
(65-74)
	N=23
55-81

	Albumin
	42.9
(4.4)
	43
(40-46)
	
35-50
	43.2
(5.0)
	43
(40-46)
	
33-55
	42.5
(4.2)
	42.5
(39.5-44.5)
	
33-50

	Serum calcium
	2.40
(0.1)
	2.41
(2.37-2.43)
	N=16
2.19-2.52
	2.42
(0.1)
	2.4
(2.37-2.49)
	N=18
2.3-2.58
	2.37
(0.07)
	2.38
(2.33-2.43)
	N=18
2.24-2.48

	Adjusted calcium
	2.40
(0.12)
	2.4
(2.37-2.49)
	N=21
2.07-2.56
	2.42
(0.11)
	2.42
(2.35-2.49)
	N=23
2.19-2.61
	2.39
(0.09)
	2.41
(2.31-2.44)
	N=24
2.2-2.57

	Phosphate
	1.33
(0.2)
	1.33
(1.28-1.46)
	N=21
0.7-1.66
	1.38
(0.24)
	1.46
(1.34-1.54)
	N=25
0.6-1.66
	1.33
(0.26)
	1.39
(1.17-1.54)
	N=26
0.57-1.66

	Total bilirubin
	7.0
(5.3)
	5
(3-10)
	
(3-24)
	8.5a
(6.8)
	6
(4-11)
	
3-30
	7.1
(5.0)
	5
(4-8.5)
	
3-23

	ALPa
	172.5a
(92.6)
	169
(87-206)
	
50-389
	168.8
(87.5)
	164.5
(90-205)
	
54-413
	165.5
(87.5)
	164.5
(86.5-209)
	
51-397

	ALTa
	21.0a
(11.6)
	18
(14-24)
	
(8-64)
	19.3a
(10.8)
	18
(14-21)
	
6-62
	19.1a
(7.1)
	17
(14-24)
	
4-35

	ASTa
	30.4
(14.8)
	25
(20-39)
	N=13
13-65
	30.3
(15.6)
	25
(20-35)
	N=14
15-74
	28.8
(10.6)
	27
(19-36)
	N=11
18-49

	Lactate Dehydrogenase
	340.2
(144.2)
	301
(217-494)
	N=23
138-552
	316.9
(136.1)
	266
(206-459)
	
160-594
	324
(147.5)
	256
(213-483)
	N=26
138-643

	Urine PCR
	35.1a, b
(50.9)
	17.2
(9.5-34)
	
0-221
	No obs


a Missing value from one participant
b Urine PCR was reported in g/mmol as 0.04 normal range is usually between 2 and 200. Sensitivity analysis removing this value had minimal  impact on the results; Mean=36.5 (SD= 51.5); median=17,4; IQR= 15.5-34; range=3-221
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Table 5b: Summary of biochemistry variables at follow-up visits 5-7
	
	Visit 5 (21 days)(n=27)
	Visit 6 (28 days)(n=28)
	Visit 7 (42 days)(n=28)

	Biochemistry
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range

	Sodium
	138.7
2.1
	138
137-143
	134-143
	138.7
1.9
	139
137-140
	135-142
	138.0
2.0
	138
136-139
	N=26
134-141

	Potassium
	4.3
.35
	4.4
4.1-4.6
	3.7-5.1
	4.4
.39
	4.4
4.1-4.5
	3.8-5.6
	4.4
0.3
	4.3
4.1-4.6
	N=26
3.7-4.9

	Urea
	5.0
1.7
	4.9
3.9-6.2
	2-9.3
	5.2
1.8
	4.7
3.95-5.8
	3-9.8
	5.6a
2.2
	5.2
4.1-6.2
	2.7-12.2

	Creatinine
	58.1
37.6
	45
31-83
	18-180
	59.0
36.8
	47.5
32-79.5
	19-187
	58.7a
(37.1)
	47
33-85
	20-178

	eGFR
	111.3
(35.9)
	108.4
(85.7- 125.5)
	40.8-193.2
	110.0
(34.7)
	105.7
(90.6-124.5)
	39.0-211.6
	112.2
(36.9)
	110.5
(90.4-126.3)
	N=25
41.4-193.2

	Total Protein
	69.9
8.1
	70
64-75
	N=23
55-91
	70.6
6.5
	70.5
66.5-75.5
	N=24
55-81
	68.7a
6.3
	68
63-74
	N=23
57-86

	Albumin
	42.2
4.1
	42
40-45
	33-49
	42.7
4.1
	43
40-44
	35-52
	42.8
3.5
	43.5
40-45
	N=26
36-48

	Serum calcium
	2.42
.08
	2.43
2.36-2.46
	N=17
2.32-2.6
	2.40
.09
	2.39
2.33-2.45
	N=17
2.24-2.54
	2.40
0.09
	2.39
2.34-2.45
	N=17
2.2-2.59

	Adjusted calcium
	2.44
.08
	2.45
2.4-2.48
	N=25
2.21-2.6
	2.41
.07
	2.42
2.34-2.47
	N=23
2.29-2.53
	2.39
0.10
	2.39
2.32-2.45
	N=24
2.24-2.64

	Phosphate
	1.33
.21
	1.37
1.18-1.51
	.85-1.71
	1.37
.25
	1.39
1.22-1.58
	N=25
.85-1.74
	1.35
0.22
	1.36
1.22-1.53
	N=25
0.87-1.7

	Total bilirubin
	7b
6.7
	5
3-7
	2-29
	7.5
5.5
	6
4-9.5
	3-22
	8.3a
(6.9)
	6
(4-10)
	3-29

	ALPa
	170.4
84.9
	175
89-215
	49-415
	167.3
88.6
	169.5
87-213
	47-445
	170.5
90.6
	168
88-218
	45-451

	ALTa
	19.6
13.8
	17
13-21
	5-80
	20.6a
15.2
	16
12-24
	6-77
	18.7
(9.3)
	17
12-21
	8-50

	ASTa
	26.2
9.2
	23
19-35
	N=12
15-40
	26.2
11.0
	22
19-33
	N=13
12-51
	26.5
9.6
	24
18-33
	N=13
14-45

	Lactate Dehydrogenase
	310.1a, c
142.6
	250.5
192-402
	141-637
	300.9a
133.1
	243
183-388
	150-611
	302.1
126.6
	261
196-369
	N=25
140-594


a Missing value from one participant
b Total Bilirubin’ included an ‘actual lab value of < 3’ for one participant but the value entered was 3. Sensitivity analysis excluding this value had a minimal impact, with only the mean being slightly increased to 7.2 (SD=6.8), otherwise all other values remained the same
c Lactate Dehydrogenase was recorded as 247 in one participant, but result should be interpreted with caution due to the haemolysis level which was above the normal acceptable level for this test. Sensitivity analysis excluding this value had a minimal impact, with only the mean being slightly increased to 312.6 (SD=144.9), median to 154 (IQR=192-402), with the range unhanged.


Table 5c: Summary of biochemistry variables at follow-up visits 8-10
	
	Visit 8 (56 days)(n=28)
	Visit 9 (70 days)(n=26)
	Visit 10 (84 days)(n=27)

	Biochemistry
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range

	Sodium
	138.8
1.8
	139
137-140.5
	136-143
	138.5
2.1
	138.5
138-140
	132-142
	139.1
1.9
	139
138-143
	135-143

	Potassium
	4.4
0.5
	4.3
4.1-4.6
	3.8-6.5
	4.3
0.4
	4.3
4.1-4.6
	3.8-5.2
	4.4
0.3
	4.4
4-4.5
	3.8-5.1

	Urea
	5.68
3.5
	5.1
3.95-6.25
	2.3-22
	5.72
2.7
	5.25
3.9-6.4
	2.8-15.6
	5.58
2.5
	5.6
4-6.4
	2.6-15.5

	Creatinine
	62.0
52.0
	50
33.5-77.5
	20-296
	62
49.0
	46
31-78
	21-259
	62.1
50.3
	51
32-81
	21-283

	eGFR
	111.0 (34.9)
	106.4
(86.7- 130.3)
	22.4-184.4
	108.1
(35.9)
	99.1
(87.9-131.9)
	26.3-181.4
	108.9
(34.0)
	105.7
(84.1-129.3)
	23.6-174.8a

	Total Protein
	67.9
5.4
	67
65-73
	N=25
55-77
	67.6
6.4
	69
63-70
	N=22
57-85
	68.9
5.9
	68
65.5-73.5
	N=24
54-80

	Albumin
	42.6
4.1
	42.5
40-45
	33-50
	42.2
3.5
	43
39-45
	36-48
	42.7
3.7
	42
40-45
	34-52

	Serum calcium
	2.34
0.17
	2.39
2.28-2.43
	N=16
1.81-2.55
	2.37
0.09
	2.39
2.31-2.4
	N=16
2.2-2.49
	2.37
0.10
	2.4
2.29-2.44
	N=17
2.18-2.51

	Adjusted calcium
	2.36
0.15
	2.38
2.34-2.42
	N=24
1.79-2.64
	2.38
0.08
	2.42
2.32-2.45
	N=24
2.21-2.52
	2.39
0.10
	2.4
2.32-2.47
	N=24
2.19-2.55

	Phosphate
	1.32
0.24
	1.37
1.21-1.52
	N=24
0.86-1.62
	1.36
0.24
	1.38
1.24-1.56
	N=4
0.79-1.73
	1.36
0.26
	1.40
1.24-1.52
	N=24
0.87-1.86

	Total bilirubin
	7.5
6.1
	6
3.5-9.5
	3-31
	6.9
4.7
	5
4-10
	3-22
	7.7b
7.7
	5
4-8
	3-37

	ALPa
	173.6
93.6
	177
88-232
	41-455
	193.3
120.9
	183
88-240
	45-596
	183.7
95.9
	177
98-259
	50-430

	ALTa
	21.6a
19.9
	15
13-21
	8-110
	18.5
8.5
	18
13-23
	7-49
	17.8a
9.7
	16
11-21
	6-47

	ASTa
	51.5
92.5
	23.5
18-41
	N=14
14-370
	28.5
8.1
	32
22-35
	N=11
16-41
	29.6
8.8
	31.5
21-35
	N=14
15-44

	Lactate Dehydrogenase
	328.3
167.5
	281
195-468
	N=26
149-841
	302.3
119.6
	269
204-378
	170-613
	298
112.0
	260
205-377
	172-575

	Urine PCR
	Not recorded at these visits
	30.5
33.2
	15.2
10.3-38.5
	N=24
2.8-114.4


a Missing value from one participant
b Total Bilirubin’ included an ‘actual lab value of < 3’ for one participant but the value entered was 3. Sensitivity analysis excluding this value had a minimal impact, with only the mean being slightly increased to 7.9 (SD=7.8), otherwise all other values remained the same



Table 5d: Summary of biochemistry variables at follow-up visits 11-13
	
	Visit 11 (98 days)(n=26)
	Visit 12 (112 days)(n=27)
	Visit 13 (126 days)(n=26)

	Biochemistry
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range

	Sodium
	139.1
1.7
	139
138-140
	135-142
	138.3a
2.0
	139
137-139
	134-142
	139.6a
2.8
	139
138-141
	136-150

	Potassium
	4.3a
0.5
	4.3
3.9-4.5
	3.6-5.3
	4.3a
0.3
	4.4
4-4.5
	3.8-5.1
	4.4a
0.4
	4.2
4.1-4.7
	3.8-5.2

	Urea
	5.65
3.1
	5.05
3.8-6.3
	2.3-18
	5.77a
2.5
	5.2
4.2-6.6
	3.4-14.2
	5.96a
3.3
	5.1
4.3-6.1
	2.2-19.2

	Creatinine
	64.9
60.5
	48
32-77
	22-330
	61.4a
51.1
	44
33-76
	20-274
	65.3a
62.7
	46
31-83
	19-331

	eGFR
	108.0
(36.2)
	104.5
(81.2-126.0)
	19.6-178.0
	110.6
(39.2)
	104.0
(83.9-134.2)
	N=24
24.6-204.7
	110.9
(41.2)
	100.4
(86.6-149.7)
	N=23
19.5-186.1

	Total Protein
	69.6a
6.4
	70
67-75
	50-80

	69.0
6.7
	70
66-72
	N=25
51-84
	68.2
7.4
	69
63-72
	N=23
54-86

	Albumin
	42.9
4.5
	43
41-45
	30-51
	42.4
3.5
	42
40-45
	31-48
	42.0
4.1
	42.5
39-46
	33-47

	Serum calcium
	2.39
0.1
	2.43
2.34-2.49
	N=18
2.15-2.52
	2.39
0.1
	2.4
2.3-2.49
	N=17
2.1-2.52
	2.39
0.09
	2.41
2.33-2.44
	N=16
2.21-2.52

	Adjusted calcium
	2.41
0.10
	2.40
2.33-2.46
	2.23-2.6
	2.39a
0.10
	2.39
2.31-2.45
	2.24-2.57
	2.40
0.09
	2.41
2.36-2.46
	N=24
2.24-2.52

	Phosphate
	1.36
0.27
	1.39
1.12-1.53
	0.92-1.94
	1.35
0.24
	1.38
1.21-1.48
	N=25
0.87-1.7
	1.39a
0.23
	1.47
1.28-1.53
	0.83-1.72

	Total bilirubin
	7.5
5.9
	5
4-10
	3-28
	7.3c
5.9
	5
3-9
	3-31
	7.3a
5.0
	6
4-9
	3-26

	ALPa
	184.5
96.0
	171
94-247
	48-422
	182.2
91.5
	186
92-248
	52-353
	184.0
90.5
	184
94-253
	53-381

	ALTa
	17.7a
10.0
	16
13-22
	5-55
	19.8a
12.0
	15
13-22
	6-61
	18.7a
9.4
	16
13-22
	7-51

	ASTa
	27
8.2
	24
22-32
	N=13
14-42
	30.3
8.0
	32
24-35
	N=13
18-42
	27.8
8.5
	27.5
21-33.5
	N=16
14-43

	Lactate Dehydrogenase
	294.5a, b
110.6
	249
215-374
	169-599
	285.6
102.4
	269
209.5-338
	N=24
145-583
	280.3
96.9
	247
217-343
	137-568

	Urine PCR
	Not recorded at these visits


a Missing value from one participant
b Lactate Dehydrogenase was recorded as 277 in one participant, but result should be interpreted with caution due to the haemolysis level which was above the normal acceptable level for this test. Sensitivity analysis excluding this value had a minimal impact, with only the mean being slightly increased to 295.2 (SD=112.9), median to 242.5 (IQR=210-388.5), with the range unhanged.
c Total Bilirubin’ included an ‘actual lab value of < 3’ for one participant but the value entered was 3. Sensitivity analysis excluding this value had a minimal impact, with only the mean being slightly increased to 7.5 and lower quartile (25th percentile) increasing to 4, otherwise all other values remained the same



Table 5e: Summary of biochemistry variables at follow-up visits 14-16
	
	Visit 14 (140 days)(n=27)
	Visit 15 (154 days)(n=27)
	Visit 16 (168 days)(n=26)

	Biochemistry
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range

	Sodium
	138.5a
2.7
	139
137-140
	132-144
	138.8
1.9
	139
137-140
	134-142
	138.2
1.8
	138
137-140
	133-141

	Potassium
	4.33a
0.39
	4.3
4.1-4.6
	3.5-5.2
	4.42
0.34
	4.4
4.2-4.7
	3.9-5
	4.33a
0.44
	4.3
4-4.7
	3.5-5.3

	Urea
	5.9a
3.2
	5.2
4.5-6.3
	2.6-18.8
	5.7
2.5
	5
4.1-7
	1.9-14
	5.7
2.4
	5.35
4.1-6.2
	2.9-13

	Creatinine
	62.8a
50.5
	51.5
30-75
	22-272
	63.2
44.9
	53
31-91
	21-235
	60.0
40.8
	49
32-76
	18-207

	eGFR
	111.0
(37.5)
	109.6
(87.9-132.1)
	N=25
24.8-189.4
	107.0
(36.3)
	101.3
(81.3-132.6)
	29.6-173.6
	110.2
(36.1)
	105.5
(83.8-124.8)
	34.5-178.7

	Total Protein
	67.9
6.4
	68
66-70
	N=21
47-79
	67.9
6.8
	69
65.5-71.5
	N=24
47-80
	68.1
6.9
	68
65-72
	52-86

	Albumin
	42.5
4.7
	44
40-46
	28-49
	42.4
4.9
	43
40-45
	28-50
	42.3
4.4
	43
39-45
	29-49

	Serum calcium
	2.40
0.13
	2.43
2.35-2.5
	N=17
2.02-2.52
	2.39
0.12
	2.42
2.32-2.47
	N=15
2.09-2.57
	2.36
0.12
	2.38
2.29-2.43
	2.14-2.52

	Adjusted calcium
	2.40a
0.09
	2.39
2.35-2.45
	2.24-2.55
	2.39
0.09
	2.4
2.33-2.45
	N=25
2.23-2.56
	2.38a
0.09
	2.38
2.34-2.43
	2.18-2.55

	Phosphate
	1.33a
0.24
	1.43
1.11-1.51
	0.8-1.5
	1.36
0.23
	1.34
1.22
	N=25
0.79-1.69
	1.33a
0.23
	1.36
1.21-1.49
	0.76-1.69

	Total bilirubin
	7.4
6.0
	6
4-9
	N=25
3-31
	6.5a
4.1
	5
3-9
	3-21
	7.2a, b
4.8
	6
4-10
	3-22

	ALPa
	173.6a
89.6
	175
90-239
	45-376
	176.8
92.3
	164
84-263
	47-347
	184.3
99.5
	180
84-266.5
	N=24
53-423

	ALTa
	18.5
8.1
	16
12-22
	N=25
6-37
	17.8
8.8
	16
12-21
	7-47
	18.8a
9.5
	15
13-21
	10-44

	ASTa
	26.3
6.6
	28
21-32
	N=12
17-36
	28.1
11.9
	27
20-34
	N=18
8-60
	28.9
9.6
	28
21-35
	N=15
17-52

	Lactate Dehydrogenase
	280.6
111.5
	242.5
203-323
	N=24
158-578
	291.4
121.3
	256
205-349
	N=22
153-585
	282.5a
127.4
	242
209-307
	148-630

	Urine PCR
	Not recorded at these visits
	38.6
65.7
	15.1
10.4-34
	3n=21
3-303


a Missing value from one participant
b ‘Total Bilirubin’ in V16 at Liverpool site for participant 02001 included an ‘actual lab value of < 3’ but the value entered was 3. Sensitivity analysis excluding this value had a minimal impact, with only the mean being slightly increased to 7.4 and the upper quartile (75th percentile) increasing to 10.5, otherwise all other values  remained the same.
Table 5f: Summary of biochemistry variables at follow-up visits 17-19
	
	Visit 17 (196 days)(n=28)
	Visit 18 (224 days)(n=27)
	Visit 19 (252 days)(n=27)

	Biochemistry
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range

	Sodium
	139.0
1.7
	139
138-140
	134-142
	139
1.9
	139
138-140
	135-144
	138.8a
1.7
	139
138-140
	134-142

	Potassium
	4.3
0.4
	4.15
4-4.55
	3.6-5.4
	4.3a
0.4
	4.2
4.1-4.5
	3.6-5.3
	4.35a
0.45
	4.25
4.1-4.5
	3.7-5.4

	Urea
	5.6
2.35
	5.1
4-6.15
	2.3-12
	5.5
2.2
	5.1
3.8-6.7
	2.6-11.7
	5.8
2.0
	5.6
3.9-7.2
	3-10.9

	Creatinine
	59.9
38.5
	56
31-70.5
	19-203
	57.6
29.5
	54
33-79
	21-135
	62.2
40.6
	53
34-80
	21-210

	eGFR
	114.2
(39.6)
	108.5
(90.8- 129.6)
	N=25
35.3-208.3
	111.9
(36.3)
	104.7
(88.2-124.5)
	46.6-198.4a
	108.9
(37.0)
	101.9
(85.0-133.8)
	N=25
33.9-198.4

	Total Protein
	68.7
6.9
	67.5
66-72
	N=24
49-85
	68.1
7.7
	69
66-73
	N=24
48-80
	67.9
7.6
	68
65-72
	N=25
49-81

	Albumin
	42.1
4.3
	43
40-44.5
	29-49
	42.1
4.9
	43
40-44
	27-49
	42.2a
4.9
	42.5
40-45
	28-51

	Serum calcium
	2.39
0.13
	2.42
2.36-2.45
	N=17
2.08-2.57
	2.37
0.12
	2.4
2.36-2.43
	N=17
2.03-2.5
	2.40
0.11
	2.40
2.36-2.45
	N=16
2.17-2.6

	Adjusted calcium
	2.40
0.10
	2.42
2.31-2.47
	N=26
2.26-2.6
	2.39a
0.08
	2.4
2.33-2.43
	2.23-2.54
	2.40
0.08
	2.39
2.36-2.42
	N=25
2.28-2.63

	Phosphate
	1.34
0.25
	1.34
1.14-1.57
	N=26
0.86-1.8
	1.39a
0.22
	1.44
1.18-1.54
	0.84-1.72
	1.33
0.24
	1.36
1.13-1.52
	N=25
0.89-1.77

	Total bilirubin
	8.15a
6.7
	5
4-11
	3-28
	7.2a
5.2
	5.5
4-9
	2-26
	6.9b
5.0
	4
3-9
	N=25
3-21

	ALPa
	177.0
98.1
	160.5
80.5-265.5
	49-388
	179.8
99.0
	157
77-263
	N=25
48-352
	177.3a
93.9
	171.5
83-248
	49-359

	ALTa
	17.4
9.5
	14.5
11.5-20.5
	5-48
	17.1a
9.1
	15
12-19
	9-50
	18.9a
13.2
	14.5
12-21
	7-67

	ASTa
	28.9
9.5
	28
21-35
	N=15
16-47
	28.5
10.7
	27
22-35
	N=15
13-56
	30.6
12.4
	30
20-37
	N=17
10-56

	Lactate Dehydrogenase
	266.6
102.3
	249.5
203-292
	N=26
152-616
	261.7
111.8
	226
193-308
	N=23
146-627
	277.2
120.6
	247
192-330
	N=23
141-649

	Urine PCR
	Not recorded at these visits
	4
	5.4
	76.2


a Missing value from one participant
b Total Bilirubin’ included an ‘actual lab value of < 3’ for one participant but the value entered was 3. Sensitivity analysis excluding this value had a minimal impact, with only the mean being slightly increased to 7.0, median to 4.5 and lower quartile (25th percentile) increasing to 3.5, otherwise all other values remained the same



Table 5g: Summary of biochemistry variables at follow-up visits 20-22
	
	Visit 20 (280 days)(n=26)
	Visit 21 (308 days)(n=26)
	Visit 22 (336 days)(n=25)

	Biochemistry
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range

	Sodium
	138.4
1.9
	139
138-139
	132-141
	138.3
2.1
	139
138-140
	133-141
	138.6
2.2
	139
138-140
	131-142

	Potassium
	4.36
0.5
	4.25
4-4.5
	3.6-6
	4.32
0.47
	4.2
4-4.6
	3.6-5.6
	4.31a
0.3
	4.25
4.2-4.45
	3.6-5

	Urea
	5.5
1.9
	5.15
4.3-6.5
	2.9-10.7
	5.5
2.0
	5
3.8-7
	2.8-10.7
	5.4
2.1
	5
4.1-6
	2.3-10.6

	Creatinine
	57.5
28.4
	56
37-79
	21-145
	55.6
28.4
	48.5
37-71
	22-144
	56.8
27.7
	54
37-66
	22-158

	eGFR
	107.3
(29.9)
	101.0
(88.2-127.5)
	N=22
52.6-176.7
	112.3
(34.9)
	102.5
(87.4-140.3)
	N=24
52.7-189.3
	105.3
(26.6)
	106.2
(86.5-118.4)
	N=22
47.1-161.7

	Total Protein
	66.8a
8.1
	67
64-73
	46-77
	68.3a
6.0
	68
65-71
	48-77
	66.4a
7.4
	67
64-71
	45-76

	Albumin
	41.7
5.1
	43
40-45
	28-48
	42.2
3.8
	43
40-45
	29-47
	41.6
5.3
	42
40-44
	27-49

	Serum calcium
	2.33
0.17
	2.38
2.23-2.42
	N=17
1.99-2.6
	2.38
0.09
	2.41
2.37-2.42
	N=17
2.15-2.48
	2.36
0.14
	2.37
2.3-2.47
	N=15
2-2.53

	Adjusted calcium
	2.37
0.12
	2.40
2.33-2.45
	1.95-2.55
	2.39
0.08
	2.39
2.34-2.44
	2.21-2.6
	2.41
0.08
	2.4
2.34-2.48
	N=23
2.26-2.55

	Phosphate
	1.34a
0.23
	1.33
1.26-1.52
	0.89-1.73
	1.35
0.24
	1.37
1.11-1.52
	0.8-1.77
	1.38
0.24
	1.44
1.19-1.61
	N=22
0.86-1.64

	Total bilirubin
	7.4
4.7
	6
3-11
	2-20
	7.6a, b
6.0
	6
3-9
	3-29
	7.6
6.4
	5
3-8
	3-28

	ALPa
	182.2
92.7
	174.5
88-266
	49-349
	183.0
93.1
	172
90-253
	48-372
	182a
101.8
	182
75-253
	49-373

	ALTa
	17.1
7.9
	14.5
11-20
	9-44
	19.1a
11.5
	15
12-20
	6-53
	17.8a
11.4
	15
11-19
	7-56

	ASTa
	28.6
9.6
	26.5
21-35
	N=14
17-48
	29
11.1
	27
19-36
	N=17
13-51
	26.7
11.7
	22.5
19-37
	N=18
10-52

	Lactate Dehydrogenase
	260.8
110.3
	223
198-297
	N=23
133-555
	253.2
102.9
	232
184.5-292.5
	N=24
141-541
	255.3a
118.0
	225
178.5-276
	150-660

	Urine PCR
	Not recorded at these visits
	34.8a, d
64.1
	15.75
6.5-28.1
	0.7-304


a Missing value from one participant
b Total Bilirubin’ included an ‘actual lab value of < 3’ for one participant but the value entered was 3. Sensitivity analysis excluding this value had a minimal impact, with only the mean being slightly increased to 7.8 (SD=6.1), median to 6.5 and IQR now 3.5-9.5, where range remained the same
c Total Bilirubin’ included an ‘actual lab value of < 3’ for one participant but the value entered was 3. Sensitivity analysis excluding this value had a minimal impact, with only the mean being slightly increased to 7.8 (SD=6.5), median to 5.5 and IQR now 3.5-8.5, where range remained the same
d Urine PCR was reported as 3 but is recorded as 3 but was not sent to lab for testing on same day as other tests.. Sensitivity analysis removing this value had minimal impact on the results; Mean=36.2 (SD=65.2); median=17.3; IQR= 6.9-33; range remains the same.



Table 5h: Summary of biochemistry variables at follow-up visits 23-25
	
	Visit 23 (364 days)
	Visit 24 (392 days)
	Visit 25 (420 days)

	Biochemistry
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range

	Sodium
	138.52
2.12
	139
138-140
	133-141
	138.04
2.68
	139
137-140
	129-141
	137.8
1.89
	138
137-139
	134-141

	Potassium
	4.37
0.415
	4.4
4.2-4.55
	3.3-5.5
	4.38
0.35
	4.3
4.1-4.6
	3.8-5.3
	4.37
0.44
	4.3
4.15-4.55
	3.2-5.3

	Urea
	5.34
2.43
	4.5
3.6-6.5
	2.3-12.5
	5.33
1.84
	4.95
4-6
	3.1-11.2
	6.05
2.24
	5.3
4.4-6.9
	3-11.8

	Creatinine
	55.88
28.13
	49
37-71
	23-150
	55.79
28.71
	48
35-69.5
	23-144
	63.16
39.16
	55
44-74
	22-204

	eGFR
	113.1 (35.6)
	106.7
(89.5-134.0)
	50.2-206.6
	112.0
(29.3)
	107.6
(94.8-134.0)
	52.7-169.6
	104.0
(30.5)
	103.9
(82.4-122.0)
	34.8-164.5

	Total Protein
	67.695
5.78
	68
65-73
	49-75
	66.05
6.81
	67
63-71
	47-76
	67.74
6.843
	69
64-73
	50-78

	Albumin
	41.92
4.96
	43
39-45
	28-49
	41.88
5.24
	42.5
40.5-45
	25-48
	42.72
4.12
	43
41-45
	30-49

	Serum calcium
	2.34
0.15
	2.39
2.27-2.425
	2.02-2.58

	2.35
0.14
	2.395
2.29-2.425
	2.02-2.56
	2.37
0.13
	2.39
2.32-2.45
	1.99-2.6

	Adjusted calcium
	2.37
0.09
	2.37
2.3-2.4
	2.22-2.6
	2.38
0.09
	2.38
2.31-2.44
	2.2-2.59
	2.38
0.08
	2.385
2.34-2.43
	2.19-2.58

	Phosphate
	1.38
0.23
	1.46
1.2-1.545
	0.88-1.65
	1.34
0.26
	1.45
1.24-1.51
	0.67-1.64
	1.39
0.30
	1.37
1.21-1.59
	0.71-2.09

	Total bilirubin
	6.4b
3.19
	6
5-8
	3-17

	6.79
4.98
	5.5
4-7
	3-25
	7.04d
4.568
	5
4-9
	3-18

	ALPa
	194.82
110.41
	196
82-263
	59-492
	181.17
103.31
	166
80-253
	53-420
	187.1
109.50
	179
77-278
	61-431

	ALTa
	20.32c
11.345
	17
13-24
	9-63
	17.25
10.37
	15
12.5-19.5
	7-60
	17.71
7.91
	15.5
13.5-19.5
	7-45

	ASTa
	30.64
12.89
	28.5
20-36
	17-55
	27.93
10.57
	25
19-34
	16-54
	28.57
10.44
	24.5
21-38
	16-51

	Lactate Dehydrogenase
	252.26
124.67
	224
176-262
	4-509
	266.09
118.314
	235
202-272
	139-575
	235.35
86.14
	226
183-259
	132-536

	Urine PCR
	Not recorded at these visits


a Missing value from one participant
b Total Bilirubin’ included an ‘actual lab value of < 3’ for one participant but the value entered was 3. Sensitivity analysis excluding this value had a minimal impact, with only the mean being slightly increased to 6.5, otherwise all other values remained the same.
c ALT is recorded as 32 but result may be overestimated due to haemolysis. Sensitivity analysis excluding this value had a minimal impact, with only the mean being slightly decreased to 19.8, otherwise all other values remained the same.
d Total Bilirubin’ included an ‘actual lab value of < 3’ for one participant but the value entered was 3. Sensitivity analysis excluding this value had a minimal impact, with only the mean being slightly increased to 7.2, median to 5.5 and upper quartile range (75th percentile) to 9.5, otherwise all other values remained the same.



Table 5i: Summary of biochemistry variables at follow-up visits 26-28
	
	Visit 26 (448 days)
	Visit 27 (476 days)
	Visit 28 (504 days)

	Biochemistry
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range

	Sodium
	138.67
1.66
	139
137.5-140
	135-141
	138.85
2.053
	138
138-140
	133-144
	138.33
2.27
	138
137-140
	133-143

	Potassium
	4.32
0.42
	4.2
4-4.6
	3.5-5.4
	4.44
0.465
	4.3
4.2-4.6
	3.8-6.1
	4.28
0.40
	4.2
4-4.5
	3.7-5.4

	Urea
	5.46
2.15
	4.6
4-7.05
	2.3-11.6
	5.53
2.40
	5.05
3.7-7.15
	2.3-11.2
	5.77
2.36
	5.3
3.9-7
	2.2-11.6

	Creatinine
	54.25
27.59
	51
31.5-69
	22-148
	57.88
29.96
	55
32-72
	24-151
	62.19
36.24
	56
33-78
	23-163

	eGFR
	114.7
(33.4)
	111.6
(95.3- 125.1)
	51.0-196.0
	111.1
(38.0)
	102.6
(77.9-137.4)c
	49.8-210.9
	107.9
(33.4)
	105.5
(84.1-127.9)
	45.4-172.5

	Total Protein
	67.96
7.689
	69
65-71
	52-84
	68.67
6.565
	69
65.5-72.5
	52-86
	68.807
6.876
	69
65-75
	48-79

	Albumin
	41.91
4.36
	43
39-45
	32-48
	42.5
3.635
	42.5
41-45
	33-48
	42.37
4.21
	42
40-46
	28-48

	Serum calcium
	2.34
0.17
	2.39
2.31-2.44
	1.85-2.57
	2.375
0.109
	2.4
2.33-2.45
	2.07-2.48
	2.37
0.12
	2.38
2.36-2.44
	2.05-2.55

	Adjusted calcium
	2.375
0.13
	2.35
2.315-2.505
	1.99-2.59
	2.39
0.075
	2.39
2.34-2.445
	2.21-2.52
	2.39
0.08
	2.4
2.33-2.45
	2.22-2.57

	Phosphate
	1.34
0.196
	1.32
1.18-1.52
	0.95-1.67
	1.34
0.22
	1.425
1.18-1.495
	0.82-1.59
	1.28
0.285
	1.25
1.05-1.54
	0.69-1.83

	Total bilirubin
	6.78b
4.81
	5
4-8
	3-23
	8.24d
6.935
	6
4-8
	3-29
	8.15f
5.51
	7
5-9
	3-24

	ALPa
	194.70
109.42
	174
79-293
	60-438
	178
95.16
	169
79-256
	58-339
	179.23
107.71
	150.5
82-277
	43-435

	ALTa
	27.25
56.62
	15.5
12-20
	8-292
	18.56
9.07
	16
13-23
	8-54
	17.85
7.64
	16
13-22
	10-42

	ASTa
	30.41
21.59
	23
19-32
	13-104
	29.18
11.73

	27
20-38
	16-52
	26.9
10.42
	24.5
19.5-33.5
	14-56

	Lactate Dehydrogenase
	240.22c
84.42
	218
182-278
	150-511
	248.42e
101.25
	224
172-288
	129-557
	238.36
72.30
	214
190-270
	132-468

	Urine PCR
	Not recorded at these visits
	32.9
(47.8)
	16.3
(7.7-35.5)
	1.1-198


a Missing value from one participant
b Total Bilirubin’ included an ‘actual lab value of < 3’ for two participants but the value entered was 3. Sensitivity analysis excluding these values increased the mean value to 7.0 (SD=4.9), otherwise all other values  remained the same.
c Lactate Dehydrogenase was recorded as 277 in one participant, but result should be interpreted with caution due to the haemolysis level which was above the normal acceptable level for this test. Sensitivity analysis excluding this value had a minimal impact, with only the mean being slightly decreased to 235.4 (SD=83.1), median to 215.5 (IQR=182-251), with the range unchanged.
d Total Bilirubin’ included an ‘actual lab value of < 3’ for two participants but the value entered was 3. Sensitivity analysis excluding these values increased the mean value to 8.5 (SD=7.0), otherwise all other values  remained the same.
e Lactate Dehydrogenase was recorded as 404 in one participant, but result should be interpreted with caution due to the haemolysis level which was above the normal acceptable level for this test. Sensitivity analysis excluding this value had a minimal impact, with only the mean being slightly decreased to 241.7 (SD=97.8), median to 223 (IQR=166-279), with the range unchanged.
f Total Bilirubin’ included an ‘actual lab value of < 3’ for one participant but the value entered was 3. Sensitivity analysis excluding this value increased the mean to 8.3, otherwise all other values  remained the same.



Table 5j: Summary of biochemistry variables at follow-up visits 29-31
	
	Visit 29 (532 days)
	Visit 30 (560 days)
	Visit 31 (588 days)

	Biochemistry
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range

	Sodium
	138.28
1.514
	138
137-140
	136-141
	137.78
3.25
	138
137-140
	126-141
	138.48
2.00
	138
138-140
	133-142

	Potassium
	4.26
0.37
	4.2
4.1-4.3
	3.8-5.5
	4.29
0.33
	4.2
4-4.5
	3.8-4.9
	4.17e
0.38
	4.2
4-4.4
	3.3-4.9

	Urea
	5.664
2.122
	5
4.3-6.8
	2.9-11.1
	5.27
1.80
	5
4.2-6.2
	2.8-11
	5.00
1.84
	4.35
4-6.05
	2.4-11.1

	Creatinine
	58.28
28.47
	52
36-77
	23-141
	54.48
24.66
	44
34-79
	24-101
	53.24
21.74
	52
34-69
	20-99

	eGFR
	108.7
(29.9)
	105.5
(80.6- 130.5)
	54.1-161.1
	111.6
(30.4)
	104.6
(86.6-132.0)
	75.4-168.7
	117.7
(32.8)
	111.2
(90.2-134.9)
	77.6-180.9

	Total Protein
	67.58
6.95
	68
65-72.5
	52-79
	68.26
7.19
	71
65-73
	48-78
	67.33
8.63
	68
65.5-72.5
	45-79

	Albumin
	42.04
4.40
	42.5
40-45
	31-49
	42.52
4.67
	43
40-46
	30-50
	42.24
5.88
	43
39-46
	27-50

	Serum calcium
	2.37
0.11
	2.4
2.37-2.44
	2.14-2.51
	2.36
0.11
	2.38
2.34-2.41
	2.04-2.5
	2.35i
0.15
	2.37
2.33-2.45
	1.94-2.57

	Adjusted calcium
	2.39
0.08
	2.38
2.315-2.41
	2.27-2.54
	2.38
0.08
	2.38
2.31-2.43
	2.24-2.51
	2.38
0.08
	2.4
2.36-2.43
	2.2-2.54

	Phosphate
	1.33
0.26
	1.355
1.145-1.505
	0.79-1.79
	1.33
0.20
	1.31
1.23-1.47
	0.9-1.67
	1.28
0.19
	1.33
1.14-1.45
	0.87-1.55

	Total bilirubin
	8.29b
5.75
	6
4.5-11
	3-25
	7.55
4.22
	6
5-11
	3-17
	7.80d
6.00
	7
3-8
	2.99-28

	ALPa
	188.21
103.41
	167
85-291.5
	54-350
	196.68
110.03
	196
82-291
	51-415
	194.08
108.75
	200
83-253
	52-425

	ALTa
	18
7.84
	16.5
13-21
	5-40
	18.77b
9.16
	15
13-22
	5-42
	17f
8.82
	15
12-21
	8-52

	ASTa
	27.59
10.56
	26
21-33
	15-55
	29
10.60
	25
22-37
	15-53
	27.53g
10.13
	24
20-35
	14-51

	Lactate Dehydrogenase
	250.76
82.96
	233
199-294
	133-497
	242c
85.93
	230
195-247
	139-510
	219.35h
57.36
	205
183-253
	143-376

	Urine PCR
	Not recorded at these visits


a Missing value from one participant
b ALT is recorded as 13 but Sample taken as a repeat. Sensitivity analysis excluding this value increased the mean to 19.0 (SD=19.3), otherwise all other values remained the same.
c Lactate Dehydrogenase was recorded as 346 in one participant, but result should be interpreted with caution due to the haemolysis level which was above the normal acceptable level for this test. Sensitivity analysis excluding this value had a minimal impact, with only the mean being slightly decreased to 236.8 (SD=84.7), median to 226.5 (IQR=185-244), with the range unchanged.
d Total Bilirubin’ included an ‘actual lab value of < 3’ for two participants but the value entered was 3. Sensitivity analysis excluding these values increased the mean value to 8.0 (SD=6.0), lower quartile (25th percentile) to 3.5,  otherwise all other values remained the same.
e Potassium value should be 4.8 but result unavailable due to haemolysis and any value should be used with caution. Sensitivity analysis excluding these values decreased the mean value to 4.1, otherwise all other values remained the same.
f ALT value should be 13 but result unavailable due to haemolysis and any value should be used with caution. Sensitivity analysis excluding these values increased the mean value to 17.2 (SD=9.0), median to 15.5, otherwise all other values remained the same.
g AST value should be 31 but result unavailable due to haemolysis and any value should be used with caution. Sensitivity analysis excluding these values increased the mean value to 27.3 (SD=10.4), median to 23.5 (IQR=19.5-35.5), while range remained the same.
h Lactate Dehydrogenase was recorded as 376 in one participant, but result should be interpreted with caution due to the haemolysis level which was above the normal acceptable level for this test. Sensitivity analysis excluding this value had a minimal impact, with only the mean being slightly decreased to 212.2 (SD=47.2), median to 203 (IQR=183-239), with the range unchanged.
i Serum calcium was recorded as 1.94and was derived from corrected calcium result using: serum Ca= cCa-0.02(40-albumin). Sensitivity analysis excluding this value had a minimal impact, with only the mean being slightly increased to 2.4 (SD=0.1), median to 2.39 (IQR=2.33-2.45), with the range unchanged.








Table 5k: Summary of biochemistry variables at follow-up visits 32-34
	
	Visit 32 (616 days)
	Visit 33 (644 days)
	Visit 34 (672 days)

	Biochemistry
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range
	Mean 
(SD)
	Median (IQR)
	
Range

	Sodium
	138.71
1.85
	139
138-139.5
	135-143
	138.79
2.08
	139
137-140.5
	136-143
	138.41
3.28
	139
136.5-141
	129-144

	Potassium
	4.25
0.28
	4.2
4-4.5
	3.8-4.7
	4.20
0.31
	4.1
3.9-4.3
	3.8-4.9
	4.18
0.31
	4.2
4-4.4
	3.2-4.7

	Urea
	5.87
2.39
	5.5
4.25-7.25
	2.6-11.7
	5.23
1.59
	5.1
4-6.2
	2.8-9.3
	5.43
1.68
	5.3
4.1-6.35
	3.4-9.1

	Creatinine
	57.75
29.44
	53
35-73.5
	25-153
	55.63
23.05
	57
37.5-72.5
	23-102
	55.58
23.59
	53
35.5-77
	24-106

	eGFR
	109.1
(33.7)
	103.9
(82.0-133.7)
	49.3-191.6
	112.6
(32.4)
	104.7
(86.0-147.4)
	61.5-171.5
	109.8 
(30.3)
	101.7 
(85.6-123.1)
	73.1-188.8

	Total Protein
	68.43
7.81
	69
65-73
	48-81
	69.64
7.86
	69.5
66-76
	51-85
	68.43
8.83
	69
65-73
	43-82

	Albumin
	42.46
5.20
	42.5
39.5-46
	29-51
	41.83
5.53
	42.5
39-45.5
	27-50
	41.88
5.66
	42
40-44.5
	24-52

	Serum calcium
	2.39
0.10
	2.395
2.35-2.475
	2.16-2.53
	2.36
0.14
	2.36
2.31-2.45
	2.03-2.59
	2.36
0.15
	2.375
2.29-2.46
	1.94-2.62

	Adjusted calcium
	2.41
0.08
	2.38
2.35-2.48
	2.21-2.56
	2.40
0.09
	2.4
2.345-2.48
	2.24-2.61
	2.40
0.09
	2.41
2.33-2.43
	2.26-2.62

	Phosphate
	1.36
0.23
	1.38
1.19-1.53
	0.94-1.73
	1.27
0.20
	1.23
1.13-1.45
	0.85-1.69
	1.26
0.24
	1.25
1.04-1.47
	0.88-1.65

	Total bilirubin
	8.67b
8.47
	5
4-9
	3-38
	8.57c
7.86
	6
4-10
	3-38
	8.65
6.86
	6
3-13
	3-31

	ALPa
	202.77
108.91
	191.5
106-292
	45-390
	191.54
100.52
	195.5
84-262
	46-373
	187.43
97.92
	184
103-266
	46-372

	ALTa
	21
11.55
	16
13-21
	12-48
	18.88
12.70
	14.5
12-19.5
	10-66
	19.79
10.57
	16.5
13-20.5
	8-52

	ASTa
	30
10.38
	29.5
22-39
	16-49
	27.69
9.60
	25
20-34.5
	16-48
	27.72
8.92
	25
22-34
	n=23
17-51

	Lactate Dehydrogenase
	227.85
49.72
	234.5
189-269
	134-307
	223.41
44.37
	228.5
196-253
	140-295
	247.43
66.90
	246
215-268
	137-444

	Urine PCR
	Not recorded at these visits
	30.6
(52.5)
	16.3
(7.5-24)
	0.1-234


a Missing value from one participant
b Total Bilirubin’ included an ‘actual lab value of < 3’ for two participants but the value entered was 3. Sensitivity analysis excluding these values increased the mean value to 8.9 (SD=8.6), upper quartile (75th percentile) to 10, otherwise all other values remained the same.
c Total Bilirubin’ included an ‘actual lab value of < 3’ for two participants but the value entered was 3. Sensitivity analysis excluding these values increased the mean value to 9.1 (SD=8.0), lower quartile (25th percentile) to 5 and upper quartile (75% percentile) to 10, otherwise all other values remained the same.
d Lactate Dehydrogenase was recorded as 295 in one participant, but this result was from biochemistry sample taken at a different time to the other results. Sensitivity analysis excluding this value had a minimal impact, with only the mean being slightly decreased to 220 (SD=42.4), median to 227 (IQR=196-249), with the range unchanged.
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