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List of Abbreviations 
The following abbreviations are used in this Statistical Analysis Plan (SAP). 

Abbreviation Explanation 

6MWD 6 minute walk distance  

6MWT 6 minute walk test 

AE  adverse event  

AESI  adverse event of special interest  

ANOVA Analysis of variance 

APAH Associated pulmonary arterial hypertension 

AVT Acute vasodilator testing 

BDS Borg dyspnea score 

BiPAP  Bilevel positive airway pressure 

BNP  B-type natriuretic peptide  

BP Blood Pressure 

Bpm beats per minute 

BSA body surface area 

CI Confidence Interval 

CMH Cochran–Mantel–Haenszel 

CO Cardiac output 

CPAP continuous positive airway pressure 

CSP Clinical Study Protocol 

CTD connective tissue disease 

CTEPH chronic thromboembolic pulmonary hypertension 

DLCO 
diffusing capacity for the lungs measured using carbon 
monoxide 

DMC Data Monitoring Committee 

DBP diastolic blood pressure 

dPAP diastolic pulmonary artery pressure 

eCRF  electronic case report form  

ECG electrocardiogram 
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4) Number of subjects on transplant list during the study 

Table 15: Lung Transplants 

Variables Module Source 
of Data 

Variable 
specific 

derivation 

Derivation Comments(to 
be deleted 

later) 
Lung 
Transplant 
status 

Total Lung 
Capacity 
(TLC) 

CRF No, CRF 
data. 

No.   

 
 
IX. Number of Hospitalizations: 

The number of PAH specific hospitalizations (Table 16) will be summarized and analyzed between 
the treatment. 

Table 16: Number of Hospitalizations 

Variables Module Source 
of Data 

Variable 
specific 

derivation 

Derivation Comments(to 
be deleted 

later) 
Hospitalization 
Status 

Additional 
Inpatient 
Hospitalization 
(AIPH) 

CRF No, CRF 
data. 

No.   

 
X. Medical Resource Utilization: 

Analysis of Medical Resource Utilization from MDRU panel. 

4.4 Safety Endpoint 
The secondary endpoint in this study part I includes: 

1) Incidence and severity of adverse events (AEs) 

2) Incidence of device malfunction and/or device failure leading to an AE 

3) Incidence of rebound pulmonary hypertension (PH) 

4) Clinically significant changes in: 

a. Clinical laboratory tests 

b. Pulmonary function tests 

c. Vital signs  

 

For study part II primary endpoint is incidence of AEs and SAEs.   
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Visit 
 

Visit Description Target day Range 
Visit 2 Week 2# 14 12 28 
Visit 3 Week 6 42 29 56 
Visit 4 Week 10 70 57 84 
Visit 5 Week 14 98 85 112 
Visit 6 Week 18 126 113 141 
Visit Y* Every 4 Months X 142 [X +((X-Target day of previous 

visit)/2)] 
 *: Subsequent visit in Part II 

 #: Baseline for efficacy endpoints 
Step (3) 

When there are multiple assessments in a particular visit window, the following rules are applied to select 
one value representing the subject in summary statistics. 

• When there are multiple assessments falling in a particular visit window then the one which is 
closest to the scheduled visit day will be chosen. For safety assessments like Laboratory and 
Vitals consider average of observations. 

• The visit will be missing if no assessment was reported within the specified visit window around 
the scheduled visit day. 

• If the difference between two duplicate records is more than or equal to 14 days, then the former 
duplicate record will be assigned to previous visit. The difference of 14 days is chosen because 
the difference between all the visits is 28 days.  For safety assessments like Laboratory and Vitals 
consider average of observations. 

The details of the different assessments (Table 20 and Table 21) to be done at each visit during the trial as 
follows: 




































































