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INTRODUCTION

Epistaxis I1s one of the most frequently
encountered otolaryngologic emergencies with a
lifetime incidence of up to 60%*. The incidence of
epistaxis I1s a bimodal distribution, primarily
affecting children under 10 years of age and adults
between 45-65 years old?. The etiology includes
factors that damage the nasal mucosal lining,
iInduce trauma to the vessel walls, or alter the
coagulability of the blood, which have
environmental, local, systemic, or medication-
related origins3#. Epistaxis accounts for one-third
of all emergency admissions for ear, nose, and
throat conditions, with a median age of
hospitalization being 70'. As; excessive blood loss
can result in pneumonia, heart attack, stroke, and
even death>®, timely management of epistaxis is
critical. Conventional balloon catheters may
require specialized training and can be difficult to
use. This leads to the use of Foley Catheter for
severe epistaxis. Hence, there Is a significant
unmet need for a simple and easy-to-use
approach to quickly control posterior epistaxis.

JStop (from JSTOP, LLC) is a novel balloon
tamponade catheter device for severe epistaxis.
Its simple means of deployment will allow
placement by health care providers without
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Step 1. A Computer Aided Design (CAD)
diagram formed the basis for the 1S' generation
JSTOP™ prototype fabrication.

Step 2. A human head model study of the 1st JStop™ prototype was conducted. A. Test model of nasal

cavity. B. Test model demonstrating blood flow and paths traveled during severe anterior and posterior
epistaxis. C. JStop inserted into nose and balloon inflated with saline. D. Flow of blood simulant fluid from
‘the test model impeded by JStop™.
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Step 4. Validation and quality testing of the JSTOP™ prototype
will be performed to ensure readiness for clinical testing phase.

OUTLOOK FOR JSTOP™

Successful prototyping of JStop™ will ensure its robust, safe operation and
optimal performance. The establishment of proof-of-feasibility through this work
& will inform Its evaluation Iin a first-in-human clinical trial which will enable
compliance with the FDA's registration process for epistaxis balloons (Class |
devices exempt from premarket notification requirements) and subsequent
& market entry.
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Step 3: Next, the prototype was re-engineered based on the above model study (e.qg.,
balloon and shaft materials, resizing of the washer, addition of a stylet and a hole in the
style for faster balloon inflation).
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a) To complete the JISTOP ™ prototype
development
b) To validate and test device efficacy and safety
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