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* The aim of this exploratory study is to examine the utility of high resolution
computed tomography (HRCT) to measure changes in functional pulmonary
imaging parameters as a function of long term iNO administration using the
device INOpulse for 4 weeks in relation to Patient Reported Outcome (PRO)
and exercise tolerance in subjects with WHO Group 3 PH associated with
COPD on LTOT.

 Changes from baseline to acute, and 4 weeks of pulsed iNO and after 2
weeks of withdrawal from pulsed iNO will be evaluated.

* Primary endpoint is the acute change in lobar blood volume (mL) at TLC with
INO and the change after 4 weeks of treatment




OBJECTIVES FLUIDDAY

www.FLUIDDA.com

e Secondary endpoints (FRI):
* Blood vessel % and density on lobar level
e Total lung volume at TLC
e Lobar volumes at TLC
e |nternal airflow distribution
* Airway volume down to generation 8-10 at TLC
 Computational Fluid Dynamics (CFD)-based resistance on lobar level
* \Ventilation/perfusion (V/Q) matching

e Secondary endpoints (Clinical):
e Spirometry
e 6MWT
* PRO
« 2D Echocardiogram

e Safety endpoint
* Incidence of all relevant AE, AEs and device deficiencies that result in AE or SAE




SCHEDULE OF ASSESSMENTS
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Screening Treatment Follow-up
Visit 1 Visit 2 Visit 3 Visit 4 Visit 5
TRIAL PERIOD Day -30-0 Dayl | =Day2 | #Dayl> | =Day29 (xDay 43)
Informed Consent’ X
Demographics X
Medical Smoking History X
Inclusion/Exclusion Criteria X
Physical Examination including Height/ Weight? X X X
Patency of nares X X X X X
Pregnancy Test (urine; women of childbearing potential only)® X X X X
LTOT on Subject’s Usual Cannula X X X
LTOT on INOpulse Specific Cannula X X X
Flectrocardiogram ¥ R
Vital Signs and SpO1° X ;b X e X
ABG 10,11 12 X7
MetHb (via pulse oximetry) > oy ., o ®* 'l
6MWD with Borg CR10 Fatigue and Dyspnea Scale. and SpOz LN X¥ ¥ )4
PRO 1011 X X2 i3 X7
Spirometry 378 10,11 13 X7
Diffusion Capacity b
Body Plethvsmography b
eGFRyprr determination X X X1
High Resolution Computed Tomography (HRCT) scan (for FRI)* o1 b
2-D Echocardiogram with Doppler X9 ¥ g




STUDY DESIGN

Treatment Visit Evaluation

‘ iNO

administered for
| ] 22omin_| | |

Contrast Baseline Baseline Contrast Treatment  Treatment
Administered Scan#1  Scan #2 Administered Scan #1 Scan #2
(TLC) (FRC) (TLC) (FRC)
Long term iNO
administered for 4
| weeks | | |
iNO discontinued for Contrast Treatment  Treatment
220min Administered Scan #1 Scan #2
(TLC) (FRC)
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Visit 1
Acute treatment

Visit 4
Long term treatment



DEMOGRAPHICS

Characteristics
Age

Sex

FEV1

FEV1

FvC

FVC

FEF 25-75%
FEF 25-75%
RV

FRC

TCO

VA

LTOT

Hours

sp02

sPAP

Heart rate
Systolic BP
Diastolic BP

64.60 7.41
8M:2F
1.35+0.53
43.85 + 16.25
3.30+0.59
84.34 +11.37
0.44+0.27
13.89 £ 9.87
430+ 1.27
SEsht] 33

2.87+1.05

LS AR
2.65+3.15
20.10+3.48
94.0+2.86
58.1+16.31
85.0 + 16.87
129.60 + 25.05
75.60 £ 12.13

Unit

years

%pred

%pred

%pred

mmol/min.kPa

L
L/min
hours
%
mmHG
bpm
mmHg

mmHg
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FRI RESULTS - Segmented Blood vessel volume FLU|DDA\{
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Baseline ~ Acute: p = 0.828
Baseline ~ Longterm: p = 0.345
Acute ~ Longterm: p = 0.245

50

40

20

Blood vessel volume [mL] at TLC
30

10

Baseline: N=6 Acute: N=6 Longterm: N=6
(20.451+11.740) (21.320+£13.139) (17.676+9.044)



FRI RESULTS - Segmented Specific blood vessel volume

Specific blood vessel volume [mL/L] at TLC

Baseline ~ Acute: p = 0.921
Baseline ~ Longterm: p = 0.119
Acute ~ Longterm: p = 0.144
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Baseline: N = 6 Acute: N =6 Longterm: N =6
(1.791+1.000) (1.818+1.177) (1.556+0.929)



FRI RESULTS - Total lung volume

Total lung volume [L] at TLC

Baseline ~ Acute: p = 0.308
Baseline ~ Longterm: p = 0.328
Acute ~ Longterm: p = 0.967

FLUIDDAY
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Baseline: N =6 Acute: N =6
(6.564+1.495) (6.833+£1.479)

Longterm: N =6
(6.833+1.533)



FRI RESULTS - RUL volume

Lobar lung volume [L] at TLC

3.5

3.0

25

2.0

1.5

Baseline ~ Acute: p = 0.380
Baseline ~ Longterm: p = 0.315
Acute ~ Longterm: p = 0.899
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Baseline: N =6 Acute: N =6
(1.892+0.818) (1.934+0.751)

Longterm: N =6
(1.927+0.658)



FRI RESULTS - RML volume

Lobar lung volume [L] at TLC

0.40

0.50 055 0.60 0.65

0.45

0.35

Baseline ~ Acute: p = 0.430
Baseline ~ Longterm: p = 0.978
Acute ~ Longterm: p = 0.414

FLUIDDA\{
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Baseline: N =6
(0.439+0.118)

Acute: N =6
(0.454+0.134)

Longterm: N =6
(0.443+0.138)



FRI RESULTS - RLL volume

Lobar lung volume [L] at TLC

1.6

1.4

1.2

1.0

0.8

0.6

Baseline ~ Acute: p = 0.306
Baseline ~ Longterm: p = 0.336
Acute ~ Longterm: p = 0.951
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Baseline: N =6
(1.036+0.435)

Acute: N =6
(1.105+£0.477)

Longterm: N =6
(1.108+0.495)



FRI RESULTS - LUL volume

Lobar lung volume [L] at TLC

3.5

3.0

2.9

2.0

1.5

Baseline ~ Acute: p = 0.191
Baseline ~ Longterm: p = 0.198
Acute ~ Longterm: p = 0.982
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Baseline: N =6 Acute: N =6
(2.091£0.795) (2.167+0.764)

Longterm: N =6
(2.177+0.814)



FRI RESULTS - LLL volume

Lobar lung volume [L] at TLC

1.0 1.3 1.4 1.6 1.8

0.8

0.6

Baseline ~ Acute: p = 0.434
Baseline ~ Longterm: p = 0.387
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www.FLUIDDA.com

Acute ~ Longterm: p = 0.934

Baseline: N =6 Acute: N =6
(1.107+0.298) (1.174+£0.411)

Longterm: N =6
(1.179+0.403)



FRI RESULTS - Internal airflow distribution RUL FLU|DDA\{
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Baseline ~ Acute: p = 0.353
Baseline ~ Longterm: p = 0.229
Acute ~ Longterm: p = 0.771

40

35

IALD [%]
30

4

20

Baseline: N =5 Acute: N =6 Longterm: N =6
(30.084+-4.926) (27.512+-8.338) (27.008+-7.089)



FRI RESULTS - Internal airflow distribution RML FLUIDDA\{
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Baseline ~ Acute: p = 0.653
Baseline ~ Longterm: p = 0.174
Acute ~ Longterm: p = 0.054

10

IALD [%]

Baseline: N =5 Acute: N =6 Longterm: N =6
(5.781+-3.339) (6.084+-2.984) (3.919+-2.082)



FRI RESULTS - Internal airflow distribution RLL FLUIDDA\{
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Baseline ~ Acute: p = 0.066
Baseline ~ Longterm: p = 0.010
Acute ~ Longterm: p = 0.432

25

20

IALD [%]

15

10

Baseline: N =5 Acute: N =6 Longterm: N =6
(17.098+-7.531) (20.236+-7.885) (21.164+-9.519)



FRI RESULTS - Internal airflow distribution LUL

IALD [%]
25

35

30

20

15

Baseline ~ Acute: p = 0.387
Baseline ~ Longterm: p = 0.457
Acute ~ Longterm: p = 0.898
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Baseline: N = 5 Acute: N =6
(27.759+-7.644) (25.586+-6.272)

Longterm: N =6
(25.820+-9.075)



FRI RESULTS - Internal airflow distribution LLL

IALD [%]

30

25

20

15

10

Baseline ~ Acute: p = 0.806
Baseline ~ Longterm: p = 0.218
Acute ~ Longterm: p = 0.292
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Baseline: N = 5 Acute: N =6
(19.277+-5.742) (20.582+-6.873)

Longterm: N =6
(22.089+-7.291)



FRI RESULTS - Internal airflow distribution RLL/LLL FLUIDDA\{
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Baseline ~ Acute: p = 0.291
Baseline ~ Longterm: p = 0.045
Acute ~ Longterm: p = 0.310

50

40

IALD [%]

30

20

Baseline: N =5 Acute: N =6 Longterm: N =6
(36.375+-10.295) (40.818+-12.648) (43.253+-14.523)



FRI RESULTS - Airway volume

Airway volume [mL] at TLC

90

80

70

60

50

Baseline ~ Acute: p = 0.924
Baseline ~ Longterm: p = 0.636
Acute ~ Longterm: p = 0.542
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Baseline: N = 5
(68.430+£23.294)

Acute: N =6
(65.200+20.906)

Longterm: N =6
(66.126+18.760)



FRI RESULTS - Specific airway volume

Specific airway volume [mL/L] at TLC

16

14

12

10

Baseline ~ Acute: p = 0.147
Baseline ~ Longterm: p = 0.415
Acute ~ Longterm: p = 0.498

FLUIDDAY
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Baseline: N = 5 Acute: N =6
(10.445+3.516) (9.587+2.795)

Longterm: N =6
(9.892+3.332)



FRI RESULTS - Airway resistance

Airway resistance [kPa*s/L] at TLC

0.02

0.08

0.06

0.04

Baseline ~ Acute: p = 0.231
Baseline ~ Longterm: p = 0.130
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Acute ~ Longterm: p = 0.736

Baseline: N = 5 Acute: N =6
(0.03240.021) (0.039+0.026)

Longterm: N =6
(0.038+0.017)



FRI RESULTS - Specific airway resistance

Specific airway resistance [kPa*s] at TLC

0.5

0.4

0.3

0.2

0.1

Baseline ~ Acute: p =0.112
Baseline ~ Longterm: p = 0.054
Acute ~ Longterm: p = 0.717
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www.FLUIDDA.com

Baseline: N = 5 Acute: N =6
(0.188+0.110) (0.246+0.136)

Longterm: N =6
(0.242+0.077)



FRI RESULTS - Ventilation/Perfusion FLUIDDAY
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Baseline ~ Acute: p = 0.238
Baseline ~ Longterm: p = 0.215
Acute ~ Longterm: p = 0.949

0.025

0.020

V/Q Ratio [L/mL]
0.015

0.010

0.005

Baseline: N =5 Acute: N =6 Longterm: N =6
(0.010+0.005) (0.012+0.004) (0.013+0.007)



FRI RESULTS - Ventilation/Perfusion heterogeneity

V/Q Heterogeneity [L/mL]

-0.0020

-0.0010 -0.0005

-0.0015

-0.0025

Baseline ~ Acute: p = 0.761
Baseline ~ Longterm: p = 0.189
Acute ~ Longterm: p = 0.083
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Baseline: N = 5 Acute: N =6
(-0.001+0.001) (-0.001+0.001)

Longterm: N =6
(-0.001+0.001)



CLINICAL RESULTS - FVC

FVC [L]

4.5

4.0

3.5

3.0

25

Baseline ~ Acute: p = 0.626
Baseline ~ Longterm: p = 0.626
Acute ~ Longterm: p = 0.626
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Baseline: N=7 Acute: N=7
(3.374+0.728) (3.444+0.845)

Longterm: N =7
(3.324+0.915)



CLINICAL RESULTS - FVC FLUIDDA\{
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Baseline ~ Acute: p = 0.684
Baseline ~ Longterm: p = 0.684
Acute ~ Longterm: p = 0.684

100

90

80

FVC [%Pred]

70

60

Baseline: N =7 Acute: N =7 Longterm: N =7
(86.043+£15.913) (87.186+£16.273) (84.671+18.844)



CLINICAL RESULTS - FEV1 FLUIDDAY
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Baseline ~ Acute: p =0.617
Baseline ~ Longterm: p = 0.220
Acute ~ Longterm: p = 0.295

2.0

1.9

FEV1 [L]

Baseline: N =7 Acute: N =7 Longterm: N =7
(1.403+0.545) (1.386+0.522) (1.341+0.466)



CLINICAL RESULTS - FEV1 FLUIDDA\{
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Baseline ~ Acute: p = 0.576
Baseline ~ Longterm: p = 0.346
Acute ~ Longterm: p = 0.465

70

60

50

FEV1 [%Pred]

40

30

Baseline: N =7 Acute: N =7 Longterm: N =7
(45.014+£15.664) (44.386+14.697) (43.243+£13.068)



CLINICAL RESULTS - FEF 25-75

FEF25.75 [L.Sec]

1.0

0.8

0.6

0.4

0.2

Baseline ~ Acute: p = 0.323
Baseline ~ Longterm: p = 0.087
Acute ~ Longterm: p = 0.323
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Baseline: N=7 Acute: N=7
(0.446+0.273) (0.413+0.208)

Longterm: N =7
(0.386+0.218)



CLINICAL RESULTS - FEF 25-75

FEF25.75 [%Pred]

35

30

25

20

15

10

Baseline ~ Acute: p =0.213
Baseline ~ Longterm: p = 0.090
Acute ~ Longterm: p = 0.483
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Baseline: N =7 Acute: N =7 Longterm: N =7
(13.974+9.750) (12.71647.498) (12.114+7.823)



CLINICAL RESULTS - 6MWT

6MWT [m]

500

400

300

200

100

Baseline ~ Longterm: p = 0.020
Baseline ~ After withdrawal: p = 0.003
Longterm ~ After withdrawal: p = 0.324
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Baseline: N=7
(271.000+£159.878)

Longterm: N =7
(321.714£157.729)

After withdrawal: N = 6
(378.333+£121.916)



CLINICAL RESULTS - 6MWT

6MWT.Borg.D.Baseline [0.10]

3.0

2.5

2.0

5

1.0

0.5

0.0

Baseline ~ Longterm: p = 0.871
Baseline ~ After withdrawal: p = 0.871
Longterm ~ After withdrawal: p = 0.871
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Baseline: N=7
(1.929+£1.097)

Longterm: N =7
(2.214+1.075)

After withdrawal: N = 6
(1.833+£0.983)



CLINICAL RESULTS - 6MWT FLUIDDA\{
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Baseline ~ Longterm: p = 0.345
Baseline ~ After withdrawal: p = 0.672
Longterm ~ After withdrawal: p = 0.425

10

6MWT.Borg.D.Maximum [0.10]

Baseline: N =7 Longterm: N =7 After withdrawal: N = 6
(5.286+1.890) (6.571+2.507) (5.333+1.366)



CLINICAL RESULTS - 6MWT FLUIDDAY
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Baseline ~ Longterm: p = 0.049
Baseline ~ After withdrawal: p = 0.381
Longterm ~ After withdrawal: p = 0.233

3.0

2.5

5

1.0

6MWT .Borg.F.Baseline [0.10]

0.5

0.0

Baseline: N =7 Longterm: N =7 After withdrawal: N = 6
(0.786+0.699) (1.929+0.976) (1.217+1.158)



CLINICAL RESULTS - 6MWT FLUIDDA\{
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Baseline ~ Longterm: p = 0.472
Baseline ~ After withdrawal: p = 0.808
Longterm ~ After withdrawal: p = 0.472

6MWT .Borg.F.Maximum [0.10]

Baseline: N =7 Longterm: N =7 After withdrawal: N = 6
(4.286+1.496) (5.143+1.574) (4.333+1.033)



CLINICAL RESULTS - PRO FLUIDDA\{
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Baseline ~ Longterm: p = 0.704
Baseline ~ After withdrawal: p = 0.704
Longterm ~ After withdrawal: p = 0.846

Shortness.Of.Breath [0.10]
B

Baseline: N =7 Longterm: N =7 After withdrawal: N = 6
(3.857+1.345) (3.143+2.035) (3.500+1.517)



CLINICAL RESULTS - PRO

Difficulty.Clearing.Mucus [0.10]

Baseline ~ Longterm: p = 0.114
Baseline ~ After withdrawal: p = 0.911
Longterm ~ After withdrawal: p = 0.163

FLUIDDA\{
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Baseline: N =5 Longterm: N =5
(4.400+2.191) (2.800+1.483)

After withdrawal: N = 3
(5.000+£2.646)



CLINICAL RESULTS - 2D Echocardiogram

sPAP [mmHq]

90

80

70

60

50

40

30

Baseline ~ Longterm: p = 0.001
Baseline ~ After withdrawal: p = 0.994
Longterm ~ After withdrawal: p = 0.001
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Baseline: N =7 Longterm: N =7
(60.286+19.465) (48.286+17.595)

After withdrawal: N = 6
(56.833+£20.913)



CLINICAL RESULTS - 2D Echocardiogram FLUIDDA
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Baseline ~ Longterm: p = 0.733
Baseline ~ After withdrawal: p = 0.455
Longterm ~ After withdrawal: p = 0.455

20

1

LVEDP [mmHg]

10

Baseline: N =7 Longterm: N =7 After withdrawal: N = 6
(8.464+2.224) (9.019+1.592) (10.645+6.500)



CLINICAL RESULTS - 2D Echocardiogram FLUIDDA\{
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Baseline ~ Longterm: p = 0.816
Baseline ~ After withdrawal: p = 0.816
Longterm ~ After withdrawal: p = 0.916

65

60

LVEF [Percentage]

55

50

Baseline: N =7 Longterm: N =7 After withdrawal: N = 6
(55.000+4.726) (56.571+7.700) (57.167+5.879)



CLINICAL RESULTS - 2D Echocardiogram FLUIDDA¥
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Baseline ~ Longterm: p = 0.638
Baseline ~ After withdrawal: p = 0.638
Longterm ~ After withdrawal: p = 0.638

50

45

40

35

RV.EDD [mm]
30

25

20

15

Baseline: N = 6 Longterm: N =6 After withdrawal: N = 5
(29.130+£15.267) (34.797+12.640) (33.800+13.460)



CLINICAL RESULTS - 2D Echocardiogram FLUIDDA¥
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Baseline ~ Longterm: p = 1.000
Baseline ~ After withdrawal: p = 0.174
Longterm ~ After withdrawal: p = 0.174

50

40

30

RV.FAC [Percentage]

20

10

Baseline: N =7 Longterm: N =7 After withdrawal: N = 6
(34.714£10.177) (34.714£14.162) (34.167+7.521)



CLINICAL RESULTS - 2D Echocardiogram FLUIDDA\{
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Baseline ~ Longterm: p = 0.558
Baseline ~ After withdrawal: p = 0.600
Longterm ~ After withdrawal: p = 0.695

20

15

RVTdi.Awave [cm.sec]

10

Baseline: N = 6 Longterm: N =5 After withdrawal: N = 4
(15.533+5.060) (14.880+3.143) (15.825+3.447)



CLINICAL RESULTS - 2D Echocardiogram FLUIDDA¥
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Baseline ~ Longterm: p = 0.859
Baseline ~ After withdrawal: p = 0.309
Longterm ~ After withdrawal: p = 0.309

12

10

RVTdi.Ewave [cm.sec]
8

Baseline: N = 6 Longterm: N =5 After withdrawal: N = 4
(7.792+2.928) (8.140+2.500) (7.865+1.414)



CLINICAL RESULTS - 2D Echocardiogram FLUIDDA¥
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Baseline ~ Longterm: p = 0.724
Baseline ~ After withdrawal: p = 0.518
Longterm ~ After withdrawal: p = 0.503

14

12

RVTdi.S.wave [cm.secC]
10

Baseline: N = 6 Longterm: N =5 After withdrawal: N = 4
(11.233+3.545) (11.840+3.525) (12.625+1.362)



CLINICAL RESULTS - 2D Echocardiogram FLUIDDA¥
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Baseline ~ Longterm: p = 0.400
Baseline ~ After withdrawal: p = 0.400
Longterm ~ After withdrawal: p = 0.157

25

20

TAPSE [mm]

15

Baseline: N = 6 Longterm: N =7 After withdrawal: N = 5
(18.883+6.695) (21.286+5.281) (19.000+2.828)



CLINICAL RESULTS - Vital signs FLUIDDA\{
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Baseline ~ Acute: p = 0.309
Baseline ~ Acute withdrawal: p = 0.483
Baseline ~ Longterm @ V4: p = 0.660
Baseline ~ Longterm withdrawal @ V4: p = 0.476
Baseline ~ Longterm withdrawal @ V5: p = 0.985
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Baseline: N=9 Acute: N=10 Acute withdrawal: N = 10 Longterm @ V4: N =7 Longterm withdrawal @ V4:N=7  Longterm withdrawal @ V5: N =6

(83.333£18.125) (88.400£14.990) (87.200£11.961) (77.000£10.893) (75.857415.258) (77.0006.542)



CLINICAL RESULTS - Vital signs FLUIDDA\{
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Baseline ~ Acute: p = 0.031
Baseline ~ Acute withdrawal: p = 0.967
Baseline ~ Longterm @ V4: p = 0.818
Baseline ~ Longterm withdrawal @ V4: p = 0.001
Baseline ~ Longterm withdrawal @ V5: p = 0.231

150

|

130

SBP [MmHG]
110 20

|

100

90

°

Baseline: N =10 Acute: N=10 Acute withdrawal: N=9 Longterm @ V4: N =7 Longterm withdrawal @ V4:N=7  Longterm withdrawal @ V5: N =6
(119.200£12.831) (127 .500£15.443) (119.444£16.001) (114.714£14.465) (130.000£23.445) (114.5006.253)



CLINICAL RESULTS - Vital signs FLUIDDA\{
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Baseline ~ Acute: p = 0.379
Baseline ~ Acute withdrawal: p = 0.356
Baseline ~ Longterm @ V4: p = 0.852
Baseline ~ Longterm withdrawal @ V4: p = 0.003
Baseline ~ Longterm withdrawal @ V5: p = 0.058
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Baseline: N =10 Acute: N=10 Acute withdrawal: N=9 Longterm @ V4: N =7 Longterm withdrawal @ V4:N=7  Longterm withdrawal @ V5: N =6

(72.400£9.536) (75.000£14.974) (68.22219.444) (71.571£9.502) (82.000£10.392) (66.667+14.194)



SAFETY

18

16

14

12

10

00

()]

IS

N

o

Adverse Adverse
Events: total Events: SAE
(AE + SAE)

Mild

ADVERSE EVENT LIST

AE Severity: AE Severity: AE Severity: Relation to Relation to Relation to Relationto Relation to

Moderate

Severe

Study Drug: Study Drug: Study Drug: Study Study

Unrelated  Possible Probable Device Cartridge
Deficiency: Deficiency:
Unrelated Unrelated

FLUIDDA
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SAFETY

Subject
SUBJECT14
SUBJECT12

SUBJECT9
SUBJECT9
SUBJECTS
SUBJECT5
SUBJECT10

SUBJECT11
SUBJECT11

SUBJECT11
SUBJECT11
SUBJECT6

SUBJECT5
SUBJECTS

SUBJECT5

SUBJECT2

Form name

Adverse
Event

Adverse
Event

Adverse
Event
Adverse
Event
Adverse
Event
Adverse
Event
Adverse
Event
Adverse
Event

Adverse
Event

Adverse
Event
Adverse
Event
Adverse
Event
Adverse
Event

Adverse
Event

Adverse
Event

Adverse
Event

Adverse Event Name

Bad taste at the back of the

throat

Rebound PH with desaturation

infectious COPD exacerbation

hospitalisation

infectious COPD exacerbation

unwell feeling

Lung nodules

left eye infection

COPD exacerbation

nausea

diarrhea

nausea

nose pain from cannula

dyspnea

hypercapnia

headache

Large suspect mass in left lower

lobe

No

Yes

No

No

No

No

No

No

No

No

No

No

No

No

Yes

Serious Severity gfulz::%nrzz

Mild Unrelated

Severe  Probable

Severe  Unrelated
Moderate Unrelated
Moderate Possible

Mild Unrelated

Mild Unrelated

Moderate Unrelated

Moderate Probable

Mild Unrelated

Mild Possible

Mild Unrelated

Mild Possible
Mild Possible
Mild Possible
Severe  Unrelated

Relation to
Study Device
Deficiency

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Relation to

Study

Cartridge
Deficiency

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Unrelated

Action Taken

with Study Drug

No Action Taken

Other, on remark

page_Rebound
PH: restart iNO

No Action Taken

No Action Taken

No Action Taken

No Action Taken

No Action Taken

No Action Taken

Study Drug
Permanently
Discontinnued

No Action Taken

No Action Taken

No Action Taken

No Action Taken

No Action Taken

No Action Taken

No Action Taken

Outcome of
Event

Resolved

Resolved

Resolved
Resolved
Resolved
Ongoing

Resolved

Ongoing

Resolved

Resolved
Resolved
Resolved
Ongoing

Resolved with
Sequelae

Unknown

Ongoing
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