16.2.9 Listing of clinical examinations

16.2.9.1 Listing of vital signs and temperature

BP Systolic  Diastolic Respiratory
location BP BP Pulse rate Temperature
Subject ID Sex Visit Date Time (arm) [mmHg] [mmHg] [bpm] [bpm] [°C]
1 Female  Screening 07APR2021 11:20 Left 145 75 61 16 36.7
(-5to D1)
Baseline (D1)  07APR2021 11:20 Left 145 75 61 16 36.7
Day 2 08APR2021  8:00 Left 100 65 80 16 36.6
Day 3 09APR2021  8:00 Left 125 80 70 15 36.5
Day 4 10APR2021 8:00 Left 137 80 55 16 36.5
Day 5 11APR2021  8:00 Left 134 77 68 15 36.5
Day 6 12APR2021  8:00 Left 130 75 68 14 36.6
Day 7 13APR2021 8:00 Left 130 84 64 14 36.4
Day 8 14APR2021  9:30 Left 140 80 60 14 36.5
Day 9 15APR2021  9:00 Left 134 86 75 12 36.5
Day 14 20APR2021 11:10 Left 138 80 85 12 36.7
EoS (Day 21-  04MAY2021 9:30 Left 141 90 99 12 36.7
28)
2 Male Screening (-5 to 20APR2021  9:20 Left 130 80 78 12 36.4
D1)
Baseline (D1)  20APR2021  9:20 Left 130 80 78 12 36.4
Day 2 21APR2021 10:00 Left 124 75 70 12 36.4
Day 3 22APR2021 10:00 Left 135 65 75 12 36.3
Day 4 23APR2021 10:00 Left 140 80 68 12 36.2
Day 7 ND
EoT ND
EoS (Day 21-  17MAY2021 8:10 Left 132 85 85 12 36.5
28)
3 Female  Screening (-5to 01MAY2021 8:10 Left 135 96 109 12 36.4
D1)
Baseline (D1)  01MAY2021 11:00 Left 143 92 62 16 36.7
Day 2 02MAY2021  7:00 Left 138 75 61 16 36.8
Day 3 03MAY2021 7:00 Left 155 85 64 16 36.5
Day 4 04MAY2021 7:00 Left 140 85 58 16 36.8
Day 5 05MAY2021 7:00 Left 147 78 96 16 36.6
Day 6 06MAY2021 7:00 Left 145 95 68 14 36.4
Day 7 07MAY2021 7:00 Left 135 90 62 14 36.4
Day 10 ND
EoT 07MAY2021 8:00 Left 135 90 62 14 36.4
EoS (Day 21-  28MAY2021 8:50 Left 119 80 88 12 36.5
28)

BP = blood pressure, ND = Not done.
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16.2.9.2 Listing of clinical assessments

02 saturation Oxygen flow
Subject ID Sex Visit Date Time [%] [L/min]
1 Female Screening (-5 to D1) 07APR2021 11:20 93 6
Baseline (D1) 07APR2021 11:20 93 6
Day 2 08APR2021 8:00 97 9
Day 3 09APR2021 8:00 98 5
Day 4 10APR2021 8:00 93 7
Day 5 11APR2021 8:00 94 7
Day 6 12APR2021 8:00 96 6
Day 7 13APR2021 8:00 97 4
Day 8 14APR2021 9:30 97 3
Day 9 15APR2021 9:00 98 0
Day 14 20APR2021 11:10 96 0
EoS (Day 21-28) 04MAY2021 9:30 98 0
2 Male Screening (-5 to D1) 20APR2021 9:20 94 3
Baseline (D1) 20APR2021 9:20 94 3
Day 2 21APR2021 10:00 96 2
Day 3 22APR2021 10:00 95 0
Day 4 23APR2021 10:00 96 0
Day 7 ND
EoT ND
EoS (Day 21-28) 17MAY2021 8:10 95 0
3 Female Screening (-5 to D1) 01MAY2021 8:10 96 3
Baseline (D1) 01MAY2021 11:00 95 3
Day 2 02MAY2021 7:00 93 3
Day 3 03MAY2021 7:00 97 4
Day 4 04MAY2021 7:00 97 3
Day 5 05MAY2021 7:00 93 2
Day 6 06MAY2021 7:00 96 1
Day 7 07MAY2021 7:00 96 0
Day 10 ND
EoT 07MAY2021 8:00 96 0
EoS (Day 21-28) 28MAY2021 8:50 96 0
ND = Not done.
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