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Study Assessments

Informed Consent
Before you can take part in this study, you must read and sign an Informed 
Consent Form (ICF) that explains what will happen during the study, 
including all known risks and benefits. Your signature confirms that you 
understand the information in the ICF and agree to participate. 

Eligibility Criteria
Assessments to see if this study is appropriate for you.

Medical Review
An initial review of your medical history including information about your 
PAH diagnosis, other medical conditions, and any medicines you take. At 
every visit, the study team will ask about any recent changes in your health 
or medications.  

Vital Signs 
A check of your pulse (heart rate), respirations (breathing rate), temperature, 
and blood pressure.

Physical Exam  
A complete check of your health, which may include measuring your height 
and weight.  

12-Lead Electrocardiogram (ECG)  
A test that uses small, sticky patches placed on your chest, arms, and legs 
to record the electrical activity of your heart. 

Echocardiogram (if needed)
A test that uses sound waves to create images of your heart.

Heart and Lung Imaging (if needed)
Computerized tomography (CT) scans that use X-rays to view arteries and 
blood flow through your heart and lungs. 

HRCT for FRI Substudy (if participating)
A high-resolution computerized tomography (HRCT) for Functional 
Respiratory Imaging (FRI).

Right Heart Catheterization (if needed)
A doctor will insert a thin tube through a blood vessel to see how well your 
heart is pumping and to measure the pressure in your heart and lungs. 

Lung Function Tests
Tests that measure your lung volume, capacity, and rates of flow to see how 
well your lungs are working. 

6-Minute Walk Test   
A test to measure how far you can walk on a flat, hard surface in 6 minutes. 
You can slow down or stop to rest as needed. 

Blood Test
A sample of your blood will be collected using a needle.  

Urine Sample 
A sample of your urine will be collected for testing.

Pregnancy Test (if applicable)
If you are able to have children, your urine will be tested to check if you are 
pregnant.

Surveys   
Questionnaires about your PAH symptoms and quality of life. 

Receive/Return Study Medication   
The study team will give you an inhaler device and capsules of the study 
medication. They will provide instructions on how to take your doses at home 
and will review the correct use of the inhaler with you.

You will need to return any unused or empty study medication capsules 
and the inhaler devices at your End of Study Visit (Visit 12). Alternatively, 
you can bring any empty or unused study medication from a previous visit 
with you to the next one.



Visit 1*
SCREENING
*MAY OCCUR OVER 2-3 VISITS

Today’s Agenda

Informed Consent

Eligibility Criteria

Medical Review

Vital Signs 

Physical Exam

12-Lead Electrocardiogram

Echocardiogram

Heart and Lung Imaging 

Right Heart Catheterization
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ADDITIONAL VISITS IF NEEDED
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Visit 9 Visits 10 & 11 DATE: TIME:
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6-Minute Walk Test 
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Urine Sample  
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Visit 13
FOLLOW-UP VISIT 
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Notes
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Visit 12
END OF STUDY 

* If at Week 48



IMPORTANT REMINDERS
You should discuss all prescription and non-prescription medications, 
supplements, or vaccines with the study team before taking them. 

You should tell your regular doctor(s) that you are taking part in this 
study. The study team will give you an emergency contact information 
card with a 24-hour phone number. Carry this card with you and show 
it to health care providers if you seek emergency care during this study. 

Please let the study team know if you cannot make your study visit or if 
your contact information or home address changes. Please contact the 
study team if you have any questions or concerns.
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[CONTACT INFORMATION]

Contact the Study Team
If you have questions or concerns about anything related to this 
study, please let the study team know. If you do not have questions 
now, you can always call or email the study team using the contact 
details below. 

Thank you!
Thank you again for taking part in the PROSERA study. 


