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L-PVDOMICS STUDY 
L2 Enrollment Transition to L1 Enrollment Form #501 

 
Instructions:  This form is very specific to those cases who enrolled as Level 2 due to COVID-19 
restrictions but are willing to transition to Level 1 enrollment. This participant must have been eligible 
for Level 1 originally but enrolled as L2 temporarily starting on March 16, 2020 thru clinical center re-
opening for research visits.   
 
Before transferring, all Level 1 participants must be screened for COVID-19 prior to in-person visits. A 
potential L2-to-L1 participant must be screened for COVID-19.  A Form 499-COVID-19 Screening must be 
within 72 hours of enrolling. You will not be able to save this Form 501 until Form 499 was saved in the 
database.  If date of screening is greater than 72 hours of enrolling, the participant must be re-screened and a new 
F499 must be entered.  

Level 1 participation will always require written consent.   
Minimum Level 1 PH/Comparator participation requires that participant must have had a right heart 
catheterization (RHC), echocardiogram and OMICS blood collections 1 and 2 completed in the parent 
study.  (Healthy controls in the parent study did not have RHC.)  
If re-consented to Level 1 participation, a Biorepository Kit number must be available at time of 
enrollment. You will not be able to save this form unless kit # is recorded in Q9.   
 

   
 

          
 

      

     1.  Identification Number           2. Alphacode    3a.  Date of L2 to L1 Transition enrollment (mm/dd/yyyy)  
    

 
3b. Was this participant screened for COVID-19 and a Form 499 completed? ................................. ___ 
 0=No, participant is only eligible for Level 2 or Level 3 or participant only agrees to L2 (or L3)  (skip to Q4) 

1=Yes, participant agrees to Level 1 (in-person) visit(s). Participant was screened for COVID-19 and a Form 499 was 
entered into the database. 

 
(numbers 4-6 were skipped deliberately)  
 
7. Was L2 participant's written consent provided for L1 participant given (0=No, 1=Yes) .............  ___ 

  
8. If Q7 = 1, date participant signed consent to participate in 
 Level 1 for the L-PVDOMICS Study? (mm/dd/yyyy) ...................... ___ ___/___ ___/___ ___ ___ ___ 
 
 
 
 
LEVEL 1 Participation Only 
 
 9.  Biorepository Kit Number  .............................................................................................................................  
 (center number is first two digits, LPVD=L-PVDOMICS 
  the last three digits are sequentially assigned)  
  
10. a. If response was Level 1 participation, did participant agree to be contacted if  
  clinically relevant genetic results become available? (0=No, 1=Yes) ............................................. ___ 
 
 

Place kit number label here.  
Enter the kit number in the 

database. 
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 b. If yes to Q10, what did the participant agree to? ............................................................................ ___ 
  1=ONLY results related to pulmonary hypertension risk 
  2=ONLY results related to risks for other serious health conditions  
  3=ANY results related to pulmonary hypertension or other diseases 
 
11.  a. Did participant sign L-PVDOMICS Biobank consent form?  ................................................ ___ 
  0=No  
  1=Yes, and agreed to allow samples/data to be sent to the Biobank at the end of the L-PVDOMICS study, 
  2=Yes, but did not agree to allow samples/data to be sent to the Biobank at the end of the L-PVDOMICS study 
 
 b. Date participant signed the consent form for the  
  L-PVDOMICS Biobank? (mm/dd/yyyy) .................................... ___ ___/___ ___/___ ___ ___ ___ 
 
12. Did Level 1 participant agree to have contact information given to other investigators? .......... ___ 

0=No, did not agree to have contact information given out 
1=Yes, agreed to have contact information given to other investigators 

 
13. In the clinician’s opinion, participant is able to perform complete testing according to  
 protocol criteria? (0=No, not eligible for Level 1; 1=Yes, eligible for Level 1) ........................................ ___ 

14. In the clinician’s opinion, too ill to perform the protocol testing? ............................................. ___ 
 (0=No, eligible for Level 1; 1=Yes, not eligible for Level 1) 
 
15. Has received a heart or lung transplant?  .................................................................................... ___ 
 (0=No, eligible for Level 1; 1=Yes, not eligible for Level 1) 
 (Note: a corneal transplant does not exclude participant from Level 1 testing) 
 
16. Is pregnant or nursing? (0=No, eligible; 1=Yes, not eligible for Level 1) .............................................. ___ 
 
17. Is currently participating in any investigational drug study or  
 other clinical trial? (0=No, eligible for Level 1; 1=Yes, not eligible for Level 1) ..................................... ___ 

 

 

 

200. Date form completed (mm/dd/yyyy) ...................................................... ___ ___/___ ___/___ ___ ___ ___ 

201. Username of person completing/reviewing completeness of this form.......... ___ ___ ___ ___ ___ ___ ___ 

Clinical Center Use Only 

Date form entered (mm/dd/yyyy) ___ ___/___ ___/___ ___ ___ ___ 

Username of person entering this form___ ___ ___ ___ ___ ___ ___ 

 


