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SeptRx, Inc. is an emerging medical device company that is developing the SeptRx®
Intrapocket PFO Occluder (IPO), a platform for the percutaneous transcatheter closure of a
heart defect known as patent foramenovale (PFO). PFO is a tunnel-like defect connecting the
right atrium with the left atrium. A remnant of fetal circulation, it usually seals itself within a few
months after birth.Unfortunately, in about 25%of thepopulation thePFOdoesnot fully close and
may allow blood (and emboli) to pass directly between the right and left atria. The presence of a
PFO has been identified as a contributing factor in cryptogenic stroke, chronic migraine, decom-
pression sickness, and obstructive sleep apnea. A PFO contributes to these conditions by provid-
ing a pathway for emboli (blood clots, air bubbles) in the venous system to reach the arterial sys-
tem by passing directly from the right atrium to the left.

The potential combined PFOmarket in the United States and Europe is conservatively esti-
mated at $1 to 4 billion annually in just the areas of stroke and migraine. Depending on the
degree of broaderworldwidemarket development and expansion into additional patient subsets
or indications, the fully-realizedworldwidemarket for PFO closure devices could beover $5billion
annually, and possibly as high as $20 billion.

Unlikemost other PFO devices that are based on devices originally designed for closure of
atrial septal defects (ASDs), the SeptRx® Intrapocket PFO Occluder has been designed to
address the unique anatomical and physiological challenges of the PFO (see illustration
below). For example, the SeptRx® IPO directly treats the pocket of the PFO and is designed to
minimize impact to the atrial spaces. Another unique feature is the flat frame of the SeptRx®
IPO, which applies a gentle force to the PFO tunnel to laterally stretch the tissues and flatten
the pocket of the PFO to bring the septal surfaces together and trigger the body's natural
adhesion response. Additionally, the SeptRx® IPO’s internal mesh is designed to promote
permanent occlusion of the tunnel while simultaneously providing immediate inhibition to
the conduction of emboli. The SeptRx® IPO is delivered via a low-profile (9 French) tran-
scatheter delivery system for increased safety and ease-of-use, and is fully recapturable.

TheSeptRx® IntrapocketPFOOccluderhasalready completeda successful 11-patient first-in-
human (FIH) clinical trial. SeptRx’s FIH trial was the first and only PFOdevice trial to demonstrate
100% closure and 100% safety (out to 3 years). A larger European clinical trial is currently under-
way: InterSEPT (In-tunnel SeptRx European PFO Trial), from which data will be used to apply for
CEmarking.The trial is being conducted at two investigation sites: Frankfurt, Germany, andMassy,
France.
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A patent foramen ovale (PFO) is an unsealed tunnel
between the right and left atria of the heart (left,
top). In about 25% of us, the foramen ovale does not
completely seal after birth and remains “patent” or
open. In patients with a PFO, the tunnel can reopen
from coughing or straining, providing a pathway for
blood clots to travel to the brain.

The SeptRx® Intrapocket PFO Occluder (IPO) (left, bot-
tom) is a medical device for percutaneous tran-
scatheter closure of the heart defect PFO. The inter-
nal mesh of the SeptRx® IPO promotes permanent
closure of the tunnel while simultaneously providing
an immediate inhibitor to the conduction of emboli,
which could block a blood vessel in the brain.

NOTICE: The SeptRx® IPO is not approved for sale in any regulatory jurisdiction. Further, it is not yet available for investigational use or commercial sale in the U.S.


