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After creating your account and logging in,
you will have access to the training
modules and the attestations used to
verify you’'ve completed them.

Welcome,

Paul Ryu

The Training page hosts all modules and
materials.

If you have trouble submitting your
attestations or can’t see them, you may
need to update your browser or try another
one, such as Chrome, Firefox or Microsoft
Edge.




Available Training

1. Accelerated Start-up
o Site Pl and study coordinator(s)
2. sIRB Site Education

o Site PI, study coordinator(s), and IRB point-of-contact

3. Electronic Trial Master File (eTMF)

o Site team members assigned to compile and maintain
regulatory documents in the eTMF

4. EDC, eCRF, & Randomization

o Site team members who will be working within the EDC,
CRFs, or performing randomization

5. Protocol

o All Site team members

Actigraphy

Site team members who will be training subjects on
actigraphy use and collecting actigraphy data

MyCap

Site team members who will be training/assisting subjects on
the use of MyCap

Pediatric Quality of Life Inventory (PedsQL)

Site team members who will be collecting PedsQL data

Echocardiogram Training

Site team members who will be collecting and uploading
echocardiogram images



If you have difficulty creating and activating
our account, please contact Paul Ryu at
aul.ryu@jhmi.edu. We encourage you to use
he built-in support ticket function @ for any

website-related issues.

Need help?

If you have questions about staff training
requirements or the content in any of the
modules, please contact your site manager,
Eric Christensen.

@ biostraining.com
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Kids MoD PAH Trial: Mono- vs. Duo-Therapy for Pediatric Pulmonary Arterial
Hypertension Kids MoD PAH Trial: Mono- vs. Duo-

Therapy for Pediatric Pulmonary
pulmonary hypertension of Group 1 (PAH caused by idiopathic, heritable, drugs or toxins, congenital heart disease, or connective

tissue disease) or Group 3 (PAH caused by lung disease or hypoxemia) according to the WHO (Nice) classification system.

A Phase Ill, randomized, open label, pragmatic trial to compare the safety and efficacy of first-line combination therapy (sildenafil and

APhase Ill, randomized, open label, pragmatic trial to
Precapillary puimonary hypertension willbe defined by standard criteria as mean pulmonary artery pressure over 25 mmHg and/or

pulmonary vascular resistance index (PVRI) > 3, as well as pulmonary capilary wedge pressure (or left ventricular end diastolic compare the safety and efficacy/of first-line. combination

pressure) = 15 mmHg as determined by cardiac catheterization. therapy (sildenafil and bosentan) to first-line

monotherapy (sildenafil alone) in pediatric subjects with
Study subjects will be followed with current standard of care assessments and diagnostics, including longitudinal clinical evaluations,

WHO Functional Classes Il or Iil and precapillary
determinations of functional class (FC), serial NT-pro-Brain Natriuretic Peptide (NT-proBNP) levels, and echocardiography. Data from
these studies willbe analyzed in central core facilies that will be used by al participating study sites. pulmonary hypertension of Group 1 (PAH caused by

idiopathic, heritable, drugs or toxins, congenital heart
Giinical endpoints are the focus of this study. However, additional data collection s planned for exploratory aims to examine the

v 4 P Ploratory disease, or connective tissue disease) or Group 3 (PAH
potential role for future application of novel metrics of outcomes in children with PAH (e.g., pediatric QOL and actigraphy), as
described below. The investigators also plan to collect blood, swab and urine samples to determine whether inherent genomic caused by lung disease or hypoxemia) according to the

variations or novel proteomic biomarkers will associate with clinical o within the cohort. Bio-sp WHO (Nice) classification system. Precapillary

willbe obtained to further test the hypothesis that therapeuic responders will have a difierent genormic or proteomic profile as pulmonary hypertension will be defined by standard

compared to subjects who do not respond well to therapy. criteria as mean pulmonary artery pressure over 25

Bio-specimens willinclude the following mmHg and/or pulmonary vascular resistance index

(PVRI) >3, as well as pulmonary capillary
1. Blood for DNA, peripheral blood mononuclear cells, plasma, and serum; and

pressure (or left ventricular end diastolic pr
2. Paired Box Gene (PAXgene) tubes for RNA and miRNA studies; and

3. Urine for biomarker analysis. mmHg as determined by cardiac catheteriz]

Because sildenafil and bosentan have different mechanisms of action targeting different intracellular pathways, combination therapy is
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