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Section: Disposition
Figure 1Recruitment curve
Population: Full (n = 15)
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Table 1Recruitment
Population: Full (n = 15)

Group NO1 - Cambridgeshire and NO3 - NO4 - Oxford NO6 - Cardiff  Total
Peterborough NHS King's Health NHS and Vale
Foundation Trust & College Foundation University
University of Cambridge London Trust Health Board
Placebo 3 2 0 1 6
Active 2 3 1 3 9
Total 5 5 1 4 15
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Table 2Populations
Population: Full (n = 15)

Group n
Subjects in MACRO 15
Enrolled Population (consented) 15
Safety Population (eligible) 15
Randomised Population 15
Full Population 15
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Table 3Group allocation
Population: Full (n = 15)

Participant Group Site Site Name Country  Screening Visitl Visit2 Visit3 Follow-
ID up
10004 Active  NO1 Cambridgeshire and Peterborough NHS Foundation United 2019-11- 2019-11- 2019-11- 2019-12- 2020-01-
Trust & University of Cambridge Kingdom 01 20 20 19 24
10006 Placebo NO1 Cambridgeshire and Peterborough NHS Foundation United 2019-11- 2019-12- 2019-12- NA NA
Trust & University of Cambridge Kingdom 08 04 19
10019 Placebo NO1 Cambridgeshire and Peterborough NHS Foundation United 2021-03- 2021-06- 2021-07- 2021-08- 2021-08-
Trust & University of Cambridge Kingdom 23 03 01 02 13
10036 Active  NO1 Cambridgeshire and Peterborough NHS Foundation United 2022-02- 2022-03- 2022-04- 2022-05- 2022-05-
Trust & University of Cambridge Kingdom 07 16 13 10 20
10038 Placebo NO1 Cambridgeshire and Peterborough NHS Foundation United 2022-02- 2022-03- 2022-04- 2022-05- 2022-05-
Trust & University of Cambridge Kingdom 15 22 19 19 27
30002 Active  NO3 King's College London United 2021-05- 2021-06- 2021-07- 2021-08- 2021-08-
Kingdom 24 21 22 16 25
30006 Placebo NO3 King's College London United 2021-09- 2021-10- 2021-11- 2021-12- 2022-01-
Kingdom 16 19 16 13 20
30011 Placebo NO3 King's College London United 2022-01- 2022-02- 2022-03- 2022-04- 2022-04-
Kingdom 12 22 23 21 29
30013 Active  NO3 King's College London United 2022-01- 2022-03- 2022-03- 2022-04- 2022-05-
Kingdom 26 02 30 25 04
30015 Active  NO3 King's College London United 2022-03- 2022-04- 2022-04- 2022-05- 2022-06-
Kingdom 15 04 27 30 10
40005 Active  NO4 Oxford Health NHS Foundation Trust United 2022-01- 2022-02- 2022-03- 2022-04- 2022-04-
Kingdom 12 14 17 11 19
60004 Placebo NO6 Cardiff and Vale University Health Board United 2021-09- 2021-10- 2021-11- 2021-12- 2021-12-
Kingdom 07 12 08 06 14
60009 Active  NO6 Cardiff and Vale University Health Board United 2021-10- 2021-11- 2021-12- 2022-01- 2022-01-
Kingdom 04 09 10 05 18
60010 Active  NO6 Cardiff and Vale University Health Board United 2021-10- 2022-02- 2022-03- 2022-04- 2022-04-
Kingdom 04 15 15 12 22
60014 Active  NO6 Cardiff and Vale University Health Board United 2022-02-  2022-03- 2022-04- 2022-05- 2022-06-
Kingdom 25 28 22 24 07
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Figure 2CONSORT diagram
Population: Full (n = 15)
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Table 4Withdrawals
Listing Population: Full (n = 15)

Participant ID Group Site Date of early withdrawal Primary reason for early withdrawal Last scheduled visit completed while still on IMP

10006 Placebo NO1 2019-12-19 Participant withdrawal of consent from trial D28 visit/ visit 2
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Section: Baseline Characteristics
Table 5Demographics
Population: Full (n = 15)

Variable Placebo Active Total

Visit = Screening
Observation 6 9 15
Sex

Male 3/6 (50%) 1/9 (11%) 4/15 (27%)

Female 3/6 (50%) 8/9 (89%) 11/15 (73%)
Age (at screening)

Valid Obs. 6 9 15

Mean (SD) 47.5 (14.8) 37.2 (13.6) 41.3 (14.5)

Median [Min, Max] 55.0 [22.0, 59.0] 31.0[22.0, 56.0] 45.0 [22.0, 59.0]
Derived age

Valid Obs. 6 9 15

Mean (SD) 47.5 (14.8) 37.2 (13.6) 41.3 (14.5)

Median [Min, Max] 55.0 [22.0, 59.0] 31.0[22.0, 56.0] 45.0 [22.0, 59.0]
Ethnicity

White 5/6 (83%) 8/9 (89%) 13/15 (87%)

Mixed 1/6 (17%) 1/15 (7%)

Asian 1/9 (11%) 1/15 (7%)
Marital_Status

Single 3/6 (50%) 3/9 (33%) 6/15 (40%)

Divorced/widowed/separated
Married/In a partnership

2/6 (33%)
1/6 (17%)

219 (22%)
419 (44%)

4115 (27%)
5/15 (33%)

Education
Postgraduate 2/6 (33%) 2/9 (22%) 4/15 (27%)
College/University 1/6 (17%) 5/9 (56%) 6/15 (40%)
School 3/6 (50%) 2/9 (22%) 5/15 (33%)
Occupation
Full time 4/6 (67%) 719 (78%) 11/15 (73%)
Part time 1/6 (17%) 1/15 (7%)

Not in paid employment 1/6 (17%) 2/9 (22%) 3/15 (20%)
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Table 6Physical measurements and examination
Population: Full (n = 15)

Variable Placebo Active Total

Visit = Screening
Observation 6 9 15
Weight

Valid Obs. 6 9 15

Mean (SD) 89.2 (10.2) 84.2 (11.2) 86.2 (10.8)

Median [Min, Max] 87.9 [77.4,107] 85.4[66.2,99.1] 85.8[66.2, 107]
Height

Valid Obs. 6 9 15

Mean (SD) 1.73 (0.0961) 1.65 (0.0736) 1.68 (0.0894)

Median [Min, Max] 1.73[1.62, 1.89] 1.67 [1.50, 1.75] 1.68 [1.50, 1.89]
BMI

Valid Obs. 6 9 15

Mean (SD) 29.7 (1.97) 30.8 (3.14) 30.4 (2.71)

Median [Min, Max] 29.7 [27.2, 33.0] 30.5[24.5, 35.1] 30.0 [24.5, 35.1]
Derived BMI

Valid Obs. 6 9 15

Mean (SD) 29.8 (1.98) 30.8 (3.14) 30.4 (2.71)

Median [Min, Max] 29.7 [27.2, 33.0] 30.6 [24.5, 35.1] 30.0 [24.5, 35.1]
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Section: Baseline Medical Assessments
Table 7Recreational drugs and alcohol test
Population: Full (n = 15)

: Baseline Medical

Variable Placebo Active Total
Visit = Screening
Observation 6 9 15

Result of drugs test

Negative  6/6 (100%) 9/9 (100%) 15/15 (100%)
Result of alcohol breath test

Negative  6/6 (100%) 9/9 (100%) 15/15 (100%)
Visit = Visit 1

Observation 6 9 15
Result of drugs test
Positive 1/9 (11%)  1/15 (7%)

Negative  6/6 (100%) 8/9 (89%) 14/15 (93%)
Result of alcohol breath test

Negative  6/6 (100%) 9/9 (100%) 15/15 (100%)
Visit = Visit 2

Observation 6 9 15
Result of drugs test
Positive 1/8 (13%)  1/14 (7%)
Negative  6/6 (100%) 7/8 (88%) 13/14 (93%)
Missing 1 (11%) 1 (7%)

Result of alcohol breath test

Missing 6 (100%) 9 (100%) 15 (100%)
Visit = Visit 3
Observation 5 9 14
Result of drugs test

Negative  5/5 (100%) 9/9 (100%) 14/14 (100%)
Result of alcohol breath test

Missing 5 (100%) 9 (100%) 14 (100%)
Visit = Follow-up
Observation 2 3 5
Result of drugs test

Missing 2 (100%) 3 (100%) 5 (100%)
Result of alcohol breath test

Missing 2 (100%) 3 (100%) 5 (100%)
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Assessments

Table 8Pregnancy test
Population: Full (n = 15)

Variable Placebo Active Total
Visit = Screening
Observation 6 9 15
FSH levels
Valid Obs. 0 1 1
Mean (SD) 118 (NA) 118 (NA)
Median [Min, Max] 118118, 118] 118118, 118]
Missing 6 (100%) 8 (89%) 14 (93%)

FSH Not Required

Not Applicable 3/3 (100%) 717 (100%)

Missing 3 (50%) 2 (22%)
Pregnancy test result
Negative 3/6 (50%) 719 (78%)

Not applicable, Male
Not applicable, Sterilised
HsCRP test result

316 (50%) 1/9 (11%)

1/9 (11%)

No 5/6 (83%) 9/9 (100%)
Yes 1/6 (17%)

Estimated GFR result
Valid Obs. 6 9
Mean (SD) 96.6 (6.33) 97.9 (17.4)

Median [Min, Max]
Results outside of normal range

No 1/6 (17%) 1/9 (11%)

Yes 5/6 (83%) 8/9 (89%)
Genotype rs3751143 (1513 A>C)

A/A 2/5 (40%) 718 (88%)

C/IA 3/5 (60%) 1/8 (13%)

Missing 1 (17%) 1(11%)
Genotype rs1653624 (1729 T>A)

TIT 5/5 (100%) 8/8 (100%)

Missing 1 (17%) 1(11%)

C/A or A/A genotype at rs3751143 AND T/T genotype
Yes, participant is eligible  5/5 (100%) 8/8 (100%)
Missing 1 (17%) 1 (11%)

10/10 (100%)
5 (33%)

10/15 (67%)
4115 (27%)
1/15 (7%)

14/15 (93%)
1/15 (7%)

15
97.4 (13.7)

95.3 [89.7, 108] 96.6 [68.0, 122] 96.5 [68.0, 122]

2/15 (13%)
13/15 (87%)

9/13 (69%)
4/13 (31%)
2 (13%)

13/13 (100%)
2 (13%)

13/13 (100%)
2 (13%)
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Assessments

Table 9Supine ECG

Population: Full (n = 15)

Variable Placebo Active Total
Visit = Screening
Observation 6 9 15
Result of ECG
Normal 3/6 (50%) 8/9 (89%) 11/15 (73%)

Abnormal NOT Clinically Significant
Does participant show LBBB

3/6 (50%)

Valid Obs. 0

Missing 6 (100%)
EGC QT Interval Measure 1

Valid Obs. 6

Mean (SD) 406 (25.0)

Median [Min, Max]
EGC_QT Interval Measure 2

415 [364, 430]

Valid Obs. 6
Mean (SD) 408 (22.4)
Median [Min, Max] 417 [372, 428]
Missing

EGC_QT Interval Measure 3
Valid Obs. 6
Mean (SD) 405 (21.1)
Median [Min, Max] 413 [372, 424]
Missing

ECG QT Average Measurement
Valid Obs. 6
Mean (SD) 406 (23.0)
Median [Min, Max] 415 [369, 427]
Missing

DB Derived ECG QT Average Measurement
Valid Obs. 6
Mean (SD) 406 (23.0)
Median [Min, Max] 415 [369, 427]
Missing

ECG QTcFridericia measurement 1
Valid Obs. 6
Mean (SD) 417 (14.4)

Median [Min, Max]
ECG QTcFridericia measurement 2

417 [396, 437]

Valid Obs. 6
Mean (SD) 422 (18.9)
Median [Min, Max] 421 [395, 448]
Missing

ECG QTcFridericia measurement 3
Valid Obs. 6
Mean (SD) 420 (16.1)
Median [Min, Max] 418 [395, 438]
Missing

ECG QTcFridericia Average
Valid Obs. 6
Mean (SD) 420 (16.4)
Median [Min, Max] 419 [395, 441]
Missing

DB Derived ECG QTCF Average Measurement
Valid Obs. 6
Mean (SD) 420 (16.4)
Median [Min, Max] 419 [395, 441]
Missing

ECG PR Interval measurement 1

1/9 (11%)

0
9 (100%)

9
400 (27.5)
400 [358, 440]

8
403 (25.0)
411 [366, 438]
1 (11%)

8
401 (24.2)
406 [366, 440]
1 (11%)

8
401 (25.6)
409 [364, 439]
1 (11%)

8
401 (25.6)
409 [364, 439]
1 (11%)

9
411 (19.3)
407 [385, 440]

8
414 (16.3)
414 [394, 440]
1 (11%)

8
414 (15.4)
411 [396, 442]
1 (11%)

8
413 (16.6)
413 [392, 441]
1 (11%)

8
413 (16.6)
413 [392, 441]
1 (11%)

4/15 (27%)

0
15 (100%)

15
402 (25.8)
404 [358, 440]

14
405 (23.1)
414 [366, 438]
1 (7%)

14
403 (22.2)
409 [366, 440]
1 (7%)

14
403 (23.7)
411 [364, 439]
1 (7%)

14
403 (23.7)
411 [364, 439]
1 (7%)

15
413 (17.2)
412 [385, 440]

14
418 (17.2)
417 [394, 448]
1 (7%)

14
416 (15.5)
417 [395, 442]
1 (7%)

14
416 (16.2)
416 [392, 441]
1 (7%)

14
416 (16.2)
416 [392, 441]
1 (7%)
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Assessments
Variable Placebo Active Total
Valid Obs. 6 9 15
Mean (SD) 151 (20.7) 158 (23.4) 155 (21.8)

Median [Min, Max]
ECG PR Interval measurement 2

148 [120, 184]

150 [136, 202]

150 [120, 202]

Valid Obs. 6 8 14
Mean (SD) 149 (19.4) 155 (26.0) 152 (22.8)
Median [Min, Max] 147 [120, 180] 146 [130, 204] 146 [120, 204]
Missing 1 (11%) 1 (7%)
ECG PR Interval measurement 3
Valid Obs. 6 8 14
Mean (SD) 148 (21.6) 161 (29.3) 156 (26.2)
Median [Min, Max] 150 [120, 180] 151 [132, 200] 151 [120, 200]
Missing 1 (11%) 1 (7%)
ECG PR Interval average
Valid Obs. 6 8 14
Mean (SD) 149 (20.0) 158 (25.5) 154 (22.9)
Median [Min, Max] 150 [120, 181] 149133, 202] 149120, 202]
Missing 1 (11%) 1 (7%)
DB Derived ECG PR Average Measurement
Valid Obs. 6 8 14
Mean (SD) 149 (20.0) 158 (25.5) 154 (22.9)
Median [Min, Max] 150 [120, 181] 149133, 202] 149120, 202]
Missing 1 (11%) 1 (7%)
ECG QRS Interval measurement 1
Valid Obs. 6 9 15
Mean (SD) 92.3 (14.8) 90.4 (11.3) 91.2 (12.3)

Median [Min, Max]

ECG QRS Interval measurement 2

90.0 [78.0, 120]

86.0 [78.0, 110]

88.0 [78.0, 120]

Valid Obs. 6 8 14
Mean (SD) 92.3 (14.6) 88.5 (10.7) 90.1 (12.1)
Median [Min, Max] 89.0[78.0,120] 85.0[80.0,112] 87.0[78.0, 120]
Missing 1 (11%) 1 (7%)
ECG QRS Interval measurement 3
Valid Obs. 6 8 14
Mean (SD) 93.2 (14.3) 88.1 (11.0) 90.3 (12.3)
Median [Min, Max] 89.5[80.0,120] 84.0[78.0,108] 86.5[78.0, 120]
Missing 1 (11%) 1 (7%)
ECG QRS Interval Average
Valid Obs. 6 8 14
Mean (SD) 92.7 (14.5) 88.0 (9.44) 90.0 (11.6)
Median [Min, Max] 89.5[79.0,120] 84.5[79.0,107] 86.5[79.0, 120]
Missing 1 (11%) 1 (7%)
DB Derived ECG QRS Average Measurement
Valid Obs. 6 8 14
Mean (SD) 92.7 (14.5) 88.1 (9.57) 90.1 (11.7)
Median [Min, Max] 89.5[79.0,120] 84.5[79.0,107] 86.5[79.0, 120]
Missing 1(11%) 1 (7%)
ECG RR Interval measurement 1
Valid Obs. 6 9 15
Mean (SD) 807 (367) 769 (309) 784 (321)

Median [Min, Max]
ECG RR Interval measurement 2

931 [78.0, 1040]

876 [88.0, 1000]

909 [78.0, 1040]

Valid Obs. 6 8 14

Mean (SD) 778 (357) 823 (311) 804 (319)

Median [Min, Max] 864 [82.0, 1040] 938 [86.0,1050] 881 [82.0, 1050]

Missing 1 (11%) 1 (7%)
ECG RR Interval measurement 3

Valid Obs. 6 8 14

Mean (SD) 777 (352) 806 (305) 794 (313)
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Assessments
Variable Placebo Active Total
Median [Min, Max] 870 [82.0,1040] 913[91.0,1050] 892 [82.0, 1050]
Missing 1 (11%) 1 (7%)
ECG RR Interval average
Valid Obs. 6 8 14
Mean (SD) 787 (358) 813 (306) 802 (316)
Median [Min, Max] 888 [81.0, 1040] 925[88.0,1030] 896 [81.0, 1040]
Missing 1 (11%) 1 (7%)
DB Derived ECG RR Average Measurement
Valid Obs. 6 8 14
Mean (SD) 787 (358) 813 (306) 802 (316)
Median [Min, Max] 888 [81.0, 1040] 925 [88.0,1040] 896 [81.0, 1040]
Missing 1 (11%) 1 (7%)
Visit = Visit 1
Observation 6 9 15
Result of ECG
Normal 4/6 (67%) 719 (78%) 11/15 (73%)

Abnormal NOT Clinically Significant
Does participant show LBBB

2/6 (33%)

2/9 (22%)

Valid Obs. 6 9

Mean (SD) 0 (0) 0 (0)

Median [Min, Max] 010, 0] 0[O0, 0]
EGC QT Interval Measure 1

Valid Obs. 6 9

Mean (SD) 395 (28.2) 394 (24.0)

Median [Min, Max]
EGC_QT Interval Measure 2

402 [340, 420]

396 [371, 448]

Valid Obs. 0 2

Mean (SD) 426 (36.8)

Median [Min, Max] 426 [400, 452]

Missing 6 (100%) 7 (78%)
EGC_QT Interval Measure 3

Valid Obs. 0 2

Mean (SD) 433 (18.4)

Median [Min, Max] 433 [420, 446]

Missing 6 (100%) 7 (78%)
ECG QT Average Measurement

Valid Obs. 6 9

Mean (SD) 395 (28.2) 455 (182)

Median [Min, Max] 402 [340, 420]
DB Derived ECG QT Average Measurement

400 [371, 936]

Valid Obs. 0 2

Mean (SD) 428 (29.7)

Median [Min, Max] 428 [407, 449]

Missing 6 (100%) 7 (78%)
ECG QTcFridericia measurement 1

Valid Obs. 6 9

Mean (SD) 412 (20.3) 409 (17.8)

Median [Min, Max]
ECG QTcFridericia measurement 2

411 [386, 444]

411 [384, 438]

Valid Obs. 0 2

Mean (SD) 431 (15.6)

Median [Min, Max] 431 [420, 442]

Missing 6 (100%) 7 (78%)
ECG QTcFridericia measurement 3

Valid Obs. 0 2

Mean (SD) 438 (2.83)

Median [Min, Max] 438 [436, 440]

Missing 6 (100%) 7 (78%)

ECG QTcFridericia Average

4115 (27%)

15
0 (0)
010, 0]

15
394 (24.8)
400 [340, 448]

2
426 (36.8)
426 [400, 452]
13 (87%)

2
433 (18.4)
433 [420, 446]
13 (87%)

15
431 (142)
400 [340, 936]

2
428 (29.7)
428 [407, 449]
13 (87%)

15
411 (18.2)
411 [384, 444]

2
431 (15.6)
431 [420, 442]
13 (87%)

2
438 (2.83)
438 [436, 440]
13 (87%)
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Assessments
Variable Placebo Active Total

Valid Obs. 6 9 15

Mean (SD) 412 (20.3) 410 (18.6) 411 (18.6)

Median [Min, Max] 411 [386, 444] 411 [384, 439] 411 [384, 444]
DB Derived ECG QTCF Average Measurement

Valid Obs. 0 2 2

Mean (SD) 433 (8.49) 433 (8.49)

Median [Min, Max] 433 [427, 439] 433 [427, 439]

Missing 6 (100%) 7 (78%) 13 (87%)
ECG PR Interval measurement 1

Valid Obs. 6 9 15

Mean (SD) 161 (14.8) 155 (33.4) 157 (26.9)

Median [Min, Max] 157 [148, 188] 148 [116, 230] 150 [116, 230]
ECG PR Interval measurement 2

Valid Obs. 0 2 2

Mean (SD) 183 (60.8) 183 (60.8)

Median [Min, Max] 183 [140, 226] 183 [140, 226]

Missing 6 (100%) 7 (78%) 13 (87%)
ECG PR Interval measurement 3

Valid Obs. 0 2 2

Mean (SD) 189 (41.0) 189 (41.0)

Median [Min, Max] 189 [160, 218] 189 [160, 218]

Missing 6 (100%) 7 (78%) 13 (87%)
ECG PR Interval average

Valid Obs. 6 9 15

Mean (SD) 161 (14.8) 155 (31.7) 157 (25.7)

Median [Min, Max] 157 [148, 188] 148 [116, 225] 150 [116, 225]
DB Derived ECG PR Average Measurement

Valid Obs. 0 2 2

Mean (SD) 186 (55.2) 186 (55.2)

Median [Min, Max] 186 [147, 225] 186 [147, 225]

Missing 6 (100%) 7 (78%) 13 (87%)
ECG QRS Interval measurement 1

Valid Obs. 6 9 15

Mean (SD) 86.0 (7.87) 92.1 (7.34) 89.7 (7.91)

Median [Min, Max] 85.0[78.0,98.0] 89.0[85.0,106] 88.0[78.0, 106]
ECG QRS Interval measurement 2

Valid Obs. 0 2 2

Mean (SD) 103 (4.24) 103 (4.24)

Median [Min, Max] 103 [100, 106] 103 [100, 106]

Missing 6 (100%) 7 (78%) 13 (87%)
ECG QRS Interval measurement 3

Valid Obs. 0 2 2

Mean (SD) 113 (9.90) 113 (9.90)

Median [Min, Max] 113106, 120] 113106, 120]

Missing 6 (100%) 7 (78%) 13 (87%)
ECG QRS Interval Average

Valid Obs. 6 9 15

Mean (SD) 86.0 (7.87) 92.9 (8.55) 90.1 (8.72)

Median [Min, Max] 85.0[78.0,98.0] 89.0[85.0,107] 88.0[78.0, 107]
DB Derived ECG QRS Average Measurement

Valid Obs. 0 2 2

Mean (SD) 107 (0.707) 107 (0.707)

Median [Min, Max] 107 [106, 107] 107 [106, 107]

Missing 6 (100%) 7 (78%) 13 (87%)
ECG RR Interval measurement 1

Valid Obs. 6 9 15

Mean (SD) 627 (423) 845 (305) 758 (360)

Median [Min, Max] 857 [70.0, 960] 960 [81.0, 1080] 896 [70.0, 1080]

ECG RR Interval measurement 2
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Variable Placebo Active Total
Valid Obs. 0 2 2
Mean (SD) 1100 (34.6) 1100 (34.6)
Median [Min, Max] 1100 [1070, 1120] 1100 [1070, 1120]
Missing 6 (100%) 7 (78%) 13 (87%)
ECG RR Interval measurement 3
Valid Obs. 0 2 2
Mean (SD) 1040 (50.2) 1040 (50.2)
Median [Min, Max] 1040 [1000, 1070] 1040 [1000, 1070]
Missing 6 (100%) 7 (78%) 13 (87%)
ECG RR Interval average
Valid Obs. 6 9 15
Mean (SD) 627 (423) 844 (304) 757 (359)
Median [Min, Max] 857 [70.0,960] 960 [81.0,1070] 896 [70.0, 1070]
DB Derived ECG RR Average Measurement
Valid Obs. 0 2 2
Mean (SD) 1070 (2.83) 1070 (2.83)
Median [Min, Max] 1070 [1070, 1070] 1070 [1070, 1070]
Missing 6 (100%) 7 (78%) 13 (87%)
Visit = Visit 2
Observation 6 9 15
Result of ECG
Normal 4/6 (67%) 8/9 (89%) 12/15 (80%)

Abnormal NOT Clinically Significant
Does participant show LBBB

2/6 (33%) 1/9 (11%)

Valid Obs. 6 9

Mean (SD) 0 (0) 0 (0)

Median [Min, Max] 010, Q] 010, Q]
EGC QT Interval Measure 1

Valid Obs. 6 9

Mean (SD) 388 (28.7) 395 (29.9)

Median [Min, Max]
EGC_QT Interval Measure 2

379[352, 424] 393 [350, 460]

Valid Obs. 0 1

Mean (SD) 394 (NA)

Median [Min, Max] 394 [394, 394]

Missing 6 (100%) 8 (89%)
EGC_QT Interval Measure 3

Valid Obs. 0 1

Mean (SD) 386 (NA)

Median [Min, Max] 386 [386, 386]

Missing 6 (100%) 8 (89%)
ECG QT Average Measurement

Valid Obs. 6 9

Mean (SD) 388 (28.7) 395 (30.0)

Median [Min, Max] 379 [352, 424]
DB Derived ECG QT Average Measurement

391 [350, 460]

Valid Obs. 0 1

Mean (SD) 391 (NA)

Median [Min, Max] 391 [391, 391]

Missing 6 (100%) 8 (89%)
ECG QTcFridericia measurement 1

Valid Obs. 6 9

Mean (SD) 408 (13.9) 409 (16.4)

Median [Min, Max]
ECG QTcFridericia measurement 2

407 [389, 428] 413 [385, 443]

3/15 (20%)

15
0 (0)
010, 0]

15
392 (28.7)
390 [350, 460]

1
394 (NA)
394 [394, 394]
14 (93%)

1
386 (NA)
386 [386, 386]
14 (93%)

15
392 (28.7)
390 [350, 460]

1
391 (NA)
391 [391, 391]
14 (93%)

15
409 (14.9)
410 [385, 443]

Valid Obs. 0 1 1

Mean (SD) 397 (NA) 397 (NA)
Median [Min, Max] 397 [397, 397] 397 [397, 397]
Missing 6 (100%) 8 (89%) 14 (93%)
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Variable Placebo Active Total

ECG QTcFridericia measurement 3

Valid Obs. 0 1 1

Mean (SD) 396 (NA) 396 (NA)

Median [Min, Max] 396 [396, 396] 396 [396, 396]

Missing 6 (100%) 8 (89%) 14 (93%)
ECG QTcFridericia Average

Valid Obs. 6 9 15

Mean (SD) 408 (13.9) 409 (16.4) 409 (14.9)

Median [Min, Max] 407 [389, 428] 413 [385, 443] 410 [385, 443]
DB Derived ECG QTCF Average Measurement

Valid Obs. 0 1 1

Mean (SD) 396 (NA) 396 (NA)

Median [Min, Max] 396 [396, 396] 396 [396, 396]

Missing 6 (100%) 8 (89%) 14 (93%)
ECG PR Interval measurement 1

Valid Obs. 6 9 15

Mean (SD) 156 (20.8) 157 (25.7) 156 (23.1)

Median [Min, Max] 150 [136, 194] 154 [124, 204] 150 [124, 204]
ECG PR Interval measurement 2

Valid Obs. 0 1 1

Mean (SD) 158 (NA) 158 (NA)

Median [Min, Max] 158 [158, 158] 158 [158, 158]

Missing 6 (100%) 8 (89%) 14 (93%)
ECG PR Interval measurement 3

Valid Obs. 0 1 1

Mean (SD) 152 (NA) 152 (NA)

Median [Min, Max] 152 [152, 152] 152 [152, 152]

Missing 6 (100%) 8 (89%) 14 (93%)
ECG PR Interval average

Valid Obs. 6 9 15

Mean (SD) 156 (20.8) 157 (25.7) 156 (23.1)

Median [Min, Max] 150 [136, 194] 154 [124, 204] 150 [124, 204]
DB Derived ECG PR Average Measurement

Valid Obs. 0 1 1

Mean (SD) 156 (NA) 156 (NA)

Median [Min, Max] 156 [156, 156] 156 [156, 156]

Missing 6 (100%) 8 (89%) 14 (93%)
ECG QRS Interval measurement 1

Valid Obs. 6 9 15

Mean (SD) 88.7 (7.34) 88.8 (8.69) 88.7 (7.90)

Median [Min, Max] 90.0 [78.0, 96.0] 86.0[80.0,104] 90.0[78.0, 104]
ECG QRS Interval measurement 2

Valid Obs. 0 1 1

Mean (SD) 102 (NA) 102 (NA)

Median [Min, Max] 102 [102, 102] 102 [102, 102]

Missing 6 (100%) 8 (89%) 14 (93%)
ECG QRS Interval measurement 3

Valid Obs. 0 1 1

Mean (SD) 101 (NA) 101 (NA)

Median [Min, Max] 101 [101, 101] 101 [101, 101]

Missing 6 (100%) 8 (89%) 14 (93%)
ECG QRS Interval Average

Valid Obs. 6 9 15

Mean (SD) 88.7 (7.34) 89.0 (9.00) 88.9 (8.10)

Median [Min, Max] 90.0 [78.0,96.0] 86.0[80.0,104] 90.0[78.0, 104]
DB Derived ECG QRS Average Measurement

Valid Obs. 0 1 1

Mean (SD) 101 (NA) 101 (NA)

Median [Min, Max] 101 [101, 101] 101 [101, 101]
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Missing 6 (100%) 8 (89%) 14 (93%)
ECG RR Interval measurement 1
Valid Obs. 6 9 15
Mean (SD) 569 (373) 908 (106) 772 (293)
Median [Min, Max] 779[74.0,880] 882([720,1110] 870([74.0,1110]
ECG RR Interval measurement 2
Valid Obs. 0 1 1
Mean (SD) 974 (NA) 974 (NA)
Median [Min, Max] 974 [974, 974] 974 [974, 974]
Missing 6 (100%) 8 (89%) 14 (93%)
ECG RR Interval measurement 3
Valid Obs. 0 1 1
Mean (SD) 923 (NA) 923 (NA)
Median [Min, Max] 923923, 923] 923923, 923]
Missing 6 (100%) 8 (89%) 14 (93%)
ECG RR Interval average
Valid Obs. 6 9 15
Mean (SD) 569 (373) 906 (105) 771 (292)
Median [Min, Max] 779[74.0,880] 882[720,1110] 870([74.0,1110]
DB Derived ECG RR Average Measurement
Valid Obs. 0 1 1
Mean (SD) 956 (NA) 956 (NA)
Median [Min, Max] 956 [956, 956] 956 [956, 956]
Missing 6 (100%) 8 (89%) 14 (93%)
Visit = Visit 3
Observation 5 9 14
Result of ECG
Normal 5/5 (100%) 719 (78%) 12/14 (86%)
Abnormal NOT Clinically Significant 2/9 (22%) 2/14 (14%)
Does participant show LBBB
Valid Obs. 5 9 14
Mean (SD) 0 (0) 0 (0) 0(0)
Median [Min, Max] 010, 0] 0[O0, 0] 0[O0, 0]
EGC QT Interval Measure 1
Valid Obs. 5 8 13
Mean (SD) 387 (32.8) 398 (25.8) 394 (27.9)
Median [Min, Max] 388 [340, 430] 395 [363, 444] 391 [340, 444]
Missing 1 (11%) 1(7%)
EGC_QT Interval Measure 2
Valid Obs. 0 1 1
Mean (SD) 386 (NA) 386 (NA)
Median [Min, Max] 386 [386, 386] 386 [386, 386]
Missing 5 (100%) 8 (89%) 13 (93%)
EGC_QT Interval Measure 3
Valid Obs. 0 1 1
Mean (SD) 388 (NA) 388 (NA)
Median [Min, Max] 388 [388, 388] 388 [388, 388]
Missing 5 (100%) 8 (89%) 13 (93%)
ECG QT Average Measurement
Valid Obs. 5 8 13
Mean (SD) 387 (32.8) 398 (26.0) 394 (27.9)
Median [Min, Max] 388 [340, 430] 393 [363, 444] 388 [340, 444]
Missing 1 (11%) 1 (7%)
DB Derived ECG QT Average Measurement
Valid Obs. 0 1 1
Mean (SD) 388 (NA) 388 (NA)
Median [Min, Max] 388 [388, 388] 388 [388, 388]
Missing 5 (100%) 8 (89%) 13 (93%)

ECG QTcFridericia measurement 1
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Median [Min, Max]
ECG QRS Interval measurement 2

86.0 [80.0, 120]

96.0 [79.0, 113]

Assessments
Variable Placebo Active Total

Valid Obs. 5 9 14

Mean (SD) 415 (17.6) 418 (14.4) 417 (15.0)

Median [Min, Max] 416 [393, 439] 419 [396, 438] 418 [393, 439]
ECG QTcFridericia measurement 2

Valid Obs. 0 1 1

Mean (SD) 394 (NA) 394 (NA)

Median [Min, Max] 394 [394, 394] 394 [394, 394]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG QTcFridericia measurement 3

Valid Obs. 0 1 1

Mean (SD) 397 (NA) 397 (NA)

Median [Min, Max] 397 [397, 397] 397 [397, 397]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG QTcFridericia Average

Valid Obs. 5 9 14

Mean (SD) 415 (17.6) 418 (14.4) 417 (15.0)

Median [Min, Max] 416 [393, 439] 419 [396, 438] 418 [393, 439]
DB Derived ECG QTCF Average Measurement

Valid Obs. 0 1 1

Mean (SD) 396 (NA) 396 (NA)

Median [Min, Max] 396 [396, 396] 396 [396, 396]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG PR Interval measurement 1

Valid Obs. 5 9 14

Mean (SD) 160 (14.8) 151 (28.6) 154 (24.3)

Median [Min, Max] 154 [150, 186] 145[110, 198] 153110, 198]
ECG PR Interval measurement 2

Valid Obs. 0 1 1

Mean (SD) 157 (NA) 157 (NA)

Median [Min, Max] 157 [157, 157] 157 [157, 157]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG PR Interval measurement 3

Valid Obs. 0 1 1

Mean (SD) 160 (NA) 160 (NA)

Median [Min, Max] 160 [160, 160] 160 [160, 160]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG PR Interval average

Valid Obs. 5 9 14

Mean (SD) 160 (14.8) 151 (28.5) 154 (24.3)

Median [Min, Max] 154 [150, 186] 145[110, 198] 153110, 198]
DB Derived ECG PR Average Measurement

Valid Obs. 0 1 1

Mean (SD) 159 (NA) 159 (NA)

Median [Min, Max] 159 [159, 159] 159 [159, 159]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG QRS Interval measurement 1

Valid Obs. 5 9 14

Mean (SD) 93.6 (15.8) 95.0 (11.7) 94.5 (12.7)

92.0 [79.0, 120]

Valid Obs. 0 1 1

Mean (SD) 85.0 (NA) 85.0 (NA)
Median [Min, Max] 85.0 [85.0, 85.0] 85.0[85.0, 85.0]
Missing 5 (100%) 8 (89%) 13 (93%)

ECG QRS Interval measurement 3

Valid Obs. 0 1 1

Mean (SD) 95.0 (NA) 95.0 (NA)
Median [Min, Max] 95.0[95.0, 95.0] 95.0[95.0, 95.0]
Missing 5 (100%) 8 (89%) 13 (93%)
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ECG QRS Interval Average

Valid Obs. 5 9 14

Mean (SD) 93.6 (15.8) 94.4 (11.7) 94.1 (12.7)

Median [Min, Max] 86.0[80.0, 120] 92.0[79.0,113] 90.0[79.0, 120]
DB Derived ECG QRS Average Measurement

Valid Obs. 0 1 1

Mean (SD) 92.0 (NA) 92.0 (NA)

Median [Min, Max] 92.0[92.0,92.0] 92.0[92.0, 92.0]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG RR Interval measurement 1

Valid Obs. 5 9 14

Mean (SD) 734 (385) 844 (128) 805 (242)

Median [Min, Max] 814 [67.0,1040] 845 [637,1030] 844 [67.0, 1040]
ECG RR Interval measurement 2

Valid Obs. 0 1 1

Mean (SD) 937 (NA) 937 (NA)

Median [Min, Max] 937 [937, 937] 937 [937, 937]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG RR Interval measurement 3

Valid Obs. 0 1 1

Mean (SD) 933 (NA) 933 (NA)

Median [Min, Max] 933 [933, 933] 933 [933, 933]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG RR Interval average

Valid Obs. 5 9 14

Mean (SD) 734 (385) 843 (126) 804 (241)

Median [Min, Max] 814 [67.0,1040] 845 [637,1030] 844 [67.0, 1040]
DB Derived ECG RR Average Measurement

Valid Obs. 0 1 1

Mean (SD) 942 (NA) 942 (NA)

Median [Min, Max] 942 [942, 942] 942 [942, 942]

Missing 5 (100%) 8 (89%) 13 (93%)
Visit = Follow-up
Observation 5 9 14
Result of ECG

Normal 4/5 (80%) 7/9 (78%) 11/14 (79%)

Abnormal NOT Clinically Significant 1/5 (20%) 2/9 (22%) 3/14 (21%)
Does participant show LBBB

Valid Obs. 5 9 14

Mean (SD) 0 (0) 0 (0) 0(0)

Median [Min, Max] 010, 0] 0[O0, 0] 0[O0, 0]
EGC QT Interval Measure 1

Valid Obs. 5 9 14

Mean (SD) 380 (36.7) 396 (28.9) 391 (31.5)

Median [Min, Max] 384 [330, 424] 387 [360, 440] 387 [330, 440]
EGC_QT Interval Measure 2

Valid Obs. 0 1 1

Mean (SD) 390 (NA) 390 (NA)

Median [Min, Max] 390 [390, 390] 390 [390, 390]

Missing 5 (100%) 8 (89%) 13 (93%)
EGC_QT Interval Measure 3

Valid Obs. 0 1 1

Mean (SD) 390 (NA) 390 (NA)

Median [Min, Max] 390 [390, 390] 390 [390, 390]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG QT Average Measurement

Valid Obs. 5 9 14

Mean (SD) 380 (36.7) 396 (28.9) 391 (31.5)

Median [Min, Max] 384 [330, 424] 387 [360, 440] 387 [330, 440]
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Median [Min, Max] 80.0 [80.0, 80.0]

Assessments
Variable Placebo Active Total

DB Derived ECG QT Average Measurement

Valid Obs. 0 1 1

Mean (SD) 390 (NA) 390 (NA)

Median [Min, Max] 390 [390, 390] 390 [390, 390]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG QTcFridericia measurement 1

Valid Obs. 5 9 14

Mean (SD) 406 (18.6) 407 (21.1) 407 (19.5)

Median [Min, Max] 401 [390, 438] 408 [376, 445] 403 [376, 445]
ECG QTcFridericia measurement 2

Valid Obs. 0 1 1

Mean (SD) 409 (NA) 409 (NA)

Median [Min, Max] 409 [409, 409] 409 [409, 409]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG QTcFridericia measurement 3

Valid Obs. 0 1 1

Mean (SD) 409 (NA) 409 (NA)

Median [Min, Max] 409 [409, 409] 409 [409, 409]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG QTcFridericia Average

Valid Obs. 5 9 14

Mean (SD) 406 (18.6) 407 (21.1) 407 (19.5)

Median [Min, Max] 401 [390, 438] 408 [376, 445] 403 [376, 445]
DB Derived ECG QTCF Average Measurement

Valid Obs. 0 1 1

Mean (SD) 407 (NA) 407 (NA)

Median [Min, Max] 407 [407, 407] 407 [407, 407]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG PR Interval measurement 1

Valid Obs. 5 9 14

Mean (SD) 159 (20.1) 150 (18.8) 153 (19.1)

Median [Min, Max] 158 [138, 192] 143133, 194] 150 [133, 194]
ECG PR Interval measurement 2

Valid Obs. 0 1 1

Mean (SD) 140 (NA) 140 (NA)

Median [Min, Max] 140 [140, 140] 140 [140, 140]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG PR Interval measurement 3

Valid Obs. 0 1 1

Mean (SD) 145 (NA) 145 (NA)

Median [Min, Max] 145 [145, 145] 145 [145, 145]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG PR Interval average

Valid Obs. 5 9 14

Mean (SD) 159 (20.1) 149 (18.9) 153 (19.2)

Median [Min, Max] 158 [138, 192] 143 [133, 194] 148 [133, 194]
DB Derived ECG PR Average Measurement

Valid Obs. 0 1 1

Mean (SD) 145 (NA) 145 (NA)

Median [Min, Max] 145 [145, 145] 145 [145, 145]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG QRS Interval measurement 1

Valid Obs. 5 9 14

Mean (SD) 87.6 (6.07) 86.2 (7.53) 86.7 (6.83)

Median [Min, Max] 88.0 [80.0, 96.0] 84.0[80.0,99.0] 85.0[80.0, 99.0]
ECG QRS Interval measurement 2

Valid Obs. 0 1 1

Mean (SD) 80.0 (NA) 80.0 (NA)

80.0 [80.0, 80.0]
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Missing 5 (100%) 8 (89%) 13 (93%)
ECG QRS Interval measurement 3

Valid Obs. 0 1 1

Mean (SD) 84.0 (NA) 84.0 (NA)

Median [Min, Max] 84.0 [84.0, 84.0] 84.0[84.0, 84.0]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG QRS Interval Average

Valid Obs. 5 9 14

Mean (SD) 87.6 (6.07) 86.3 (7.43) 86.8 (6.76)

Median [Min, Max] 88.0 [80.0, 96.0] 84.0[80.0,99.0] 85.0[80.0, 99.0]
DB Derived ECG QRS Average Measurement

Valid Obs. 0 1 1

Mean (SD) 81.0 (NA) 81.0 (NA)

Median [Min, Max] 81.0[81.0,81.0] 81.0[81.0,81.0]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG RR Interval measurement 1

Valid Obs. 5 9 14

Mean (SD) 714 (381) 921 (151) 847 (263)

Median [Min, Max] 840 [64.0, 1040] 857 [766, 1260] 854 [64.0, 1260]
ECG RR Interval measurement 2

Valid Obs. 0 1 1

Mean (SD) 840 (NA) 840 (NA)

Median [Min, Max] 840 [840, 840] 840 [840, 840]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG RR Interval measurement 3

Valid Obs. 0 1 1

Mean (SD) 880 (NA) 880 (NA)

Median [Min, Max] 880 [880, 880] 880 [880, 880]

Missing 5 (100%) 8 (89%) 13 (93%)
ECG RR Interval average

Valid Obs. 5 9 14

Mean (SD) 714 (381) 921 (151) 847 (263)

Median [Min, Max] 840 [64.0, 1040] 857 [766, 1260] 857 [64.0, 1260]
DB Derived ECG RR Average Measurement

Valid Obs. 0 1 1

Mean (SD) 857 (NA) 857 (NA)

Median [Min, Max] 857 [857, 857] 857 [857, 857]

Missing 5 (100%) 8 (89%) 13 (93%)

Cambridge CTU, Marianna Nodale - 12:36 18 May 2023 - Page 22
Program: VASTATISTICS\STUDY FOLDER\Core\ATP\Statistics\3
Analysis\Final\V1\Progs\analysis\baseline_med.R



Tables Listing and Figures for ATP Final Report v2.0 - May 2023 | Section: Baseline Medical
Assessments

Table 10Vital signs
Population: Full (n = 15)

Variable Placebo Active Total

Visit = Screening
Observation 6 9 15
Body temperature

Valid Obs. 6 9 15

Mean (SD) 37.0(0.383) 36.7 (0.375) 36.8 (0.397)

Median [Min, Max] 37.1[36.4, 37.3] 36.6 [36.2, 37.3] 36.8 [36.2, 37.3]
Heart Rate

Valid Obs. 6 9 15

Mean (SD) 69.5 (9.69) 66.2 (7.41) 67.5 (8.23)

Median [Min, Max] 72.5[57.0, 79.0] 67.0 [56.0, 81.0] 68.0 [56.0, 81.0]
Systolic Blood Pressure reading 1

Valid Obs. 6 9 15

Mean (SD) 121 (9.06) 123 (10.4) 122 (9.66)

Median [Min, Max] 125[108, 129] 126 [103,137] 126 [103, 137]
Systolic Blood Pressure reading 2

Valid Obs. 6 9 15

Mean (SD) 123 (7.54) 121 (7.60) 122 (7.38)

Median [Min, Max] 125111, 132] 119[108,132] 120[108, 132]
Systolic Blood Pressure average

Valid Obs. 6 9 15

Mean (SD) 122 (8.07) 122 (8.80) 122 (8.22)

Median [Min, Max] 125([111,129] 122[106,133] 123[106, 133]
Derived average

Valid Obs. 6 9 15

Mean (SD) 122 (8.07) 122 (8.71) 122 (8.16)

Median [Min, Max] 125([111, 129] 122[106,133] 123[106, 133]
Diastolic blood pressure reading 1

Valid Obs. 6 9 15

Mean (SD) 77.7 (10.6) 69.3 (10.3) 72.7 (10.9)

Median [Min, Max] 79.5 [59.0, 88.0] 68.0 [59.0, 95.0] 70.0 [59.0, 95.0]
Diastolic blood pressure reading 2

Valid Obs. 6 9 15

Mean (SD) 77.0 (10.6) 71.1 (9.21) 73.5 (9.87)

Median [Min, Max] 76.5 [63.0, 94.0] 72.0 [52.0, 87.0] 74.0 [52.0, 94.0]
Diastolic blood pressure average

Valid Obs. 6 9 15

Mean (SD) 77.5 (10.3) 70.4 (9.25) 73.3 (9.96)

Median [Min, Max] 79.5 [61.0, 91.0] 70.0 [56.0, 91.0] 72.0 [56.0, 91.0]
Derived average

Valid Obs. 6 9 15
Mean (SD) 77.5 (10.3) 70.4 (9.25) 73.3 (9.96)
Median [Min, Max] 79.5 [61.0, 91.0] 70.0 [56.0, 91.0] 72.0 [56.0, 91.0]
Visit = Visit 1
Observation 6 9 15
Body temperature
Valid Obs. 6 9 15
Mean (SD) 36.7 (0.175) 36.6 (0.350) 36.6 (0.289)
Median [Min, Max] 36.6 [36.5, 37.0] 36.6 [36.0, 37.2] 36.6 [36.0, 37.2]
Heart Rate
Valid Obs. 6 9 15
Mean (SD) 73.2 (8.66) 69.3 (9.72) 70.9 (9.20)

Median [Min, Max] 73.5[59.0, 85.0] 69.0 [55.0, 85.0] 70.0 [55.0, 85.0]
Systolic Blood Pressure reading 1
Valid Obs. 6 9 15
Mean (SD) 118 (10.2) 121 (8.37) 120 (8.99)
Median [Min, Max] 117 [104,131] 117 [115,138] 117 [104, 138]
Diastolic blood pressure reading 1
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Variable Placebo Active Total
Valid Obs. 6 9 15
Mean (SD) 72.8 (10.8) 70.7 (9.49) 71.5 (9.69)
Median [Min, Max] 74.5 [55.0, 87.0] 67.0 [56.0, 87.0] 73.0 [55.0, 87.0]
Visit = Visit 2
Observation 6 9 15
Body temperature
Valid Obs. 0 0 0
Missing 6 (100%) 9 (100%) 15 (100%)
Heart Rate
Valid Obs. 6 9 15
Mean (SD) 72.0 (11.1) 66.4 (9.95) 68.7 (10.4)

Median [Min, Max] 73.0 [57.0, 87.0] 66.0 [53.0, 83.0] 67.0 [53.0, 87.0]
Systolic Blood Pressure reading 1

Valid Obs. 6 9 15

Mean (SD) 112 (17.7) 124 (11.6) 119 (14.9)

Median [Min, Max] 116 [83.0,132] 126 [108, 137] 124 [83.0, 137]
Diastolic blood pressure reading 1

Valid Obs. 6 9 15
Mean (SD) 74.8 (11.1) 72.1(7.77) 73.2 (8.98)
Median [Min, Max] 74.0 [61.0, 93.0] 70.0 [62.0, 84.0] 70.0 [61.0, 93.0]
Visit = Visit 3
Observation 5 9 14
Body temperature
Valid Obs. 0 0 0
Missing 5 (100%) 9 (100%) 14 (100%)
Heart Rate
Valid Obs. 5 9 14
Mean (SD) 74.6 (7.50) 80.3 (13.2) 78.3 (11.5)

Median [Min, Max] 73.0 [65.0, 84.0] 82.0 [58.0, 99.0] 77.5[58.0, 99.0]
Systolic Blood Pressure reading 1

Valid Obs. 5 9 14

Mean (SD) 109 (13.1) 115 (10.4) 113 (11.4)

Median [Min, Max] 113 [89.0,121] 114[100, 130] 114 [89.0, 130]
Diastolic blood pressure reading 1

Valid Obs. 5 9 14

Mean (SD) 72.0 (15.0) 67.7 (11.0) 69.2 (12.2)

Median [Min, Max] 72.0 [53.0, 92.0] 68.0 [46.0, 81.0] 70.0 [46.0, 92.0]
Visit = Follow-up

Observation 5 9 14
Body temperature
Valid Obs. 0 0 0
Missing 5 (100%) 9 (100%) 14 (100%)
Heart Rate
Valid Obs. 5 9 14
Mean (SD) 74.2 (12.6) 67.7 (9.45) 70.0 (10.7)

Median [Min, Max] 66.0 [65.0, 92.0] 69.0 [47.0, 77.0] 68.5[47.0, 92.0]
Systolic Blood Pressure reading 1

Valid Obs. 5 9 14

Mean (SD) 110 (12.2) 120 (7.93) 117 (10.6)

Median [Min, Max] 111[93.0,124] 117 [107,129] 117 [93.0, 129]
Diastolic blood pressure reading 1

Valid Obs. 5 9 14

Mean (SD) 72.2 (12.5) 75.2 (10.4) 74.1 (10.8)

Median [Min, Max] 69.0 [57.0, 89.0] 73.0[60.0, 90.0] 73.0 [57.0, 90.0]
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Table 11Urinalysis
Population: Full (n = 15)

Placebo

Active

Total

Visit = Screening
Observation

Results of urinalysis

Normal

Abnormal NOT Clinically Significant

Abnormal Clinically Significant, please describe
Abnormal Clinically Significant, please describe

Bilirubin level moderate.

Leukocytes
Negative

Trace

Moderate
Nitrite

Negative

Positive
Urobilinogen
0.2mg/dL

Protein
Negative

Trace

30 mg/dL
pH

5.0

6.0

6.5

7.0
Blood

Negative

Large +++
Specific_gravity
1.000
1.005
1.010
1.015
1.020
1.025
1.030
Ketone
Negative

Trace 5mg/dL

Small 15mg/dL
Bilirubin

Negative

Small

Moderate
Glucose

Negative

Visit = Visit 1
Observation

6
416 (67%)
1/6 (17%)
1/6 (17%)

11
(100%)

6/6
(100%)

6/6
(100%)

6/6
(100%)

6/6
(100%)

1/6 (17%)
3/6 (50%)
1/6 (17%)
1/6 (17%)
6/6
(100%)
1/6 (17%)

1/6 (17%)
2/6 (33%)

1/6 (17%)
1/6 (17%)

6/6
(100%)

5/6 (83%)
1/6 (17%)

6/6
(100%)

6

9

419 (44%)
5/9 (56%)

719 (78%)

1/9 (11%)
1/9 (11%)

8/9 (89%)
1/9 (11%)

9/9
(100%)

6/9 (67%)

2/9 (22%)
1/9 (11%)

3/9 (33%)
3/9 (33%)
3/9 (33%)
8/9 (89%)
1/9 (11%)
1/9 (11%)
2/9 (22%)
2/9 (22%)
1/9 (11%)
1/9 (11%)
2/9 (22%)
719 (78%)

1/9 (11%)
1/9 (11%)

8/9 (89%)
1/9 (11%)
9/9
(100%)

9

15

8/15 (53%)
6/15 (40%)
1/15 (7%)

1/1 (100%)

13/15 (87%)

1/15 (7%)
1/15 (7%)

14/15 (93%)
1/15 (7%)

15/15
(100%)

12/15 (80%)

2/15 (13%)
1/15 (7%)

4115 (27%)
6/15 (40%)
4/15 (27%)
1/15 (7%)

14/15 (93%)
1/15 (7%)

2/15 (13%)
2/15 (13%)
3/15 (20%)
2/15 (13%)
1/15 (7%)
2/15 (13%)
3/15 (20%)

13/15 (87%)

1/15 (7%)
1/15 (7%)

13/15 (87%)
1/15 (7%)
1/15 (7%)

15/15
(100%)

15
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Variable Placebo Active Total
Results of urinalysis
Normal 6/6 6/9 (67%) 12/15 (80%)
(100%)
Abnormal NOT Clinically Significant 2/9 (22%) 2/15 (13%)
Abnormal Clinically Significant, please describe 1/9 (11%) 1/15 (7%)
Abnormal Clinically Significant, please describe
abnormal as contained small traces of blood and 11 1/1 (100%)
leukcoytes. (100%)
Leukocytes
Negative 6/6 7/9 (78%) 13/15 (87%)
(100%)
Trace 1/9 (11%)  1/15 (7%)
Moderate 1/9 (11%) 1/15 (7%)
Nitrite
Negative 6/6 9/9 15/15

(100%) (100%) (100%)
Urobilinogen
0.2mg/dL 6/6 9/9 15/15
(100%) (100%) (100%)

Protein
Negative 5/6 (83%) 9/9 14/15 (93%)
(100%)
Trace 1/6 (17%) 1/15 (7%)
pH
5.0 2/6 (33%) 1/9 (11%) 3/15 (20%)
6.0 1/6 (17%) 5/9 (56%) 6/15 (40%)
6.5 2/9 (22%) 2/15 (13%)
7.0 2/6 (33%) 1/9 (11%) 3/15 (20%)
7.5 1/6 (17%) 1/15 (7%)
Blood
Negative 6/6 719 (78%) 13/15 (87%)
(100%)
Haemolysed Trace 1/9 (11%)  1/15 (7%)
Small + 1/9 (11%)  1/15 (7%)
Specific_gravity
1.000 1/6 (17%) 1/15 (7%)
1.010 2/6 (33%) 4/9 (44%) 6/15 (40%)
1.015 3/6 (50%) 3/9 (33%) 6/15 (40%)
1.020 1/9 (11%)  1/15 (7%)
1.025 1/9 (11%)  1/15 (7%)
Ketone
Negative 5/6 (83%) 9/9 14/15 (93%)
(100%)
Moderate 40mg/dL 1/6 (17%) 1/15 (7%)
Bilirubin
Negative 6/6 9/9 15/15
(100%) (100%) (100%)
Glucose
Negative 6/6 9/9 15/15
(100%) (100%) (100%)
Visit = Visit 2
Observation 6 9 15
Results of urinalysis
Normal 5/6 (83%) 4/9 (44%) 9/15 (60%)
Abnormal NOT Clinically Significant 1/6 (17%) 4/9 (44%) 5/15 (33%)
Abnormal Clinically Significant, please describe 1/9 (11%)  1/15 (7%)
Abnormal Clinically Significant, please describe
repeat done likely not clean catch sample 1/1 1/1 (100%)

(100%)
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Placebo Active Total
Leukocytes
Negative 6/6 5/9 (56%) 11/15 (73%)
(100%)
Trace 1/9 (11%) 1/15 (7%)
Small 1/9 (11%) 1/15 (7%)
Moderate 2/9 (22%) 2/15 (13%)
Nitrite
Negative 6/6 8/9 (89%) 14/15 (93%)
(100%)
Positive 1/9 (11%)  1/15 (7%)
Urobilinogen
0.2mg/dL 6/6 9/9 15/15
(100%) (100%) (100%)
Protein
Negative 6/6 9/9 15/15
(100%) (100%) (100%)
pH
5.0 1/6 (17%) 2/9 (22%) 3/15 (20%)
6.0 2/6 (33%) 3/9 (33%) 5/15 (33%)
6.5 2/6 (33%) 2/9 (22%) 4/15 (27%)
7.0 1/9 (11%) 1/15 (7%)
7.5 1/6 (17%) 1/15 (7%)
8.0 1/9 (11%) 1/15 (7%)
Blood
Negative 5/6 (83%) 8/9 (89%) 13/15 (87%)

Non-haemolysed trace
Moderate ++
Specific_gravity
1.000
1.005
1.010
1.015
1.020
1.025
1.030

Ketone
Negative

Bilirubin
Negative

Glucose
Negative

Visit = Visit 3

Observation

Results of urinalysis
Normal

Abnormal NOT Clinically Significant

Abnormal Clinically Significant, please describe
Abnormal Clinically Significant, please describe

Traces of protein and specific gravity and pH

Leukocytes
Negative

Trace
Small
Moderate

1/6 (17%)
1/6 (17%)
1/6 (17%)

1/6 (17%)
3/6 (50%)

6/6
(100%)

6/6
(100%)

6/6
(100%)

5
4/5 (80%)
1/5 (20%)

11
(100%)

5/5
(100%)

1/9 (11%)

3/9 (33%)
2/9 (22%)
1/9 (11%)
1/9 (11%)
1/9 (11%)
1/9 (11%)

9/9
(100%)

9/9
(100%)

9/9
(100%)

9
5/9 (56%)

3/9 (33%)
1/9 (11%)

6/9 (67%)

1/9 (11%)
1/9 (11%)
1/9 (11%)

1/15 (7%)
1/15 (7%)

1/15 (7%)
4115 (27%)
2/15 (13%)
2/15 (13%)
4115 (27%)

1/15 (7%)

1/15 (7%)

15/15
(100%)

15/15
(100%)

15/15
(100%)

14
9/14 (64%)
3/14 (21%)
2/14 (14%)

1/1 (100%)

11/14 (79%)

1/14 (%)
1/14 (%)
1/14 (1%)
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Variable Placebo Active Total
Nitrite
Negative 5/5 8/9 (89%) 13/14 (93%)
(100%)
Positive 1/9 (11%)  1/14 (7%)
Urobilinogen
0.2mg/dL 5/5 9/9 14/14
(100%) (100%) (100%)
Protein
Negative 4/5 (80%) 7/9 (78%) 11/14 (79%)
Trace 1/5 (20%) 2/9 (22%) 3/14 (21%)
pH
5.0 2/9 (22%) 2/14 (14%)
6.0 2/5 (40%) 2/9 (22%) 4/14 (29%)
6.5 2/9 (22%) 2/14 (14%)
7.0 1/5 (20%) 3/9 (33%) 4/14 (29%)
7.5 1/5 (20%) 1/14 (7%)
8.5 1/5 (20%) 1/14 (7%)
Blood
Negative 5/5 5/9 (56%) 10/14 (71%)
(100%)
Haemolysed Trace 1/9 (11%)  1/14 (7%)
Large +++ 3/9 (33%) 3/14 (21%)
Specific_gravity
1.005 1/5 (20%) 2/9 (22%) 3/14 (21%)
1.010 2/5 (40%) 2/9 (22%) 4/14 (29%)
1.015 2/5 (40%) 4/9 (44%) 6/14 (43%)
1.030 1/9 (11%)  1/14 (7%)
Ketone
Negative 5/5 9/9 14/14
(100%) (100%) (100%)
Bilirubin
Negative 5/5 9/9 14/14
(100%) (100%) (100%)
Glucose
Negative 5/5 9/9 14/14

(100%) (100%) (100%)
Visit = Follow-up

Observation 5 9 14
Results of urinalysis

Normal 5/5 5/9 (56%) 10/14 (71%)

(100%)

Abnormal NOT Clinically Significant 4/9 (44%) 4/14 (29%)
Abnormal Clinically Significant, please describe

Missing 5(100%) 9 (100%) 14 (100%)
Leukocytes

Negative 4/5 (80%) 5/9 (56%) 9/14 (64%)

Trace 3/9 (33%) 3/14 (21%)

Small 1/5 (20%) 1/14 (7%)

Moderate 1/9 (11%) 1/14 (7%)
Nitrite

Negative 5/5 9/9 14/14

(100%) (100%) (100%)
Urobilinogen
0.2mg/dL 5/5 9/9 14/14
(100%) (100%) (100%)

Protein

Negative 4/5 (80%) 8/9 (89%) 12/14 (86%)
Trace 1/5 (20%) 1/9 (11%) 2/14 (14%)
pH
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