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PURPOSE: CPAP remains the most used option for treating moderate to severe OSA while custom fit MADs used primarily for
mild to moderate OSA. MADs work by modifying the upper airway by changing the position of the mandible and tongue. O2Vent
Optima is a novel oral appliance that incorporates both mandibular advancement to reduce pharyngeal collapsibility and an air
channel that allows airflow through the device to circumvent nasopharyngeal obstruction. Previous studies have established
superiority of the air channel of O2Vent Optima in the treatment of OSA. The ExVent is an optional accessory to the O2Vent
Optima mandibular advancement device (MAD) and provides oral Expiratory Positive Airway Pressure (EPAP). Oral EPAP with
the ExVent is designed to provide upper airway support via similar mechanisms of action of nasal EPAP devices in commercial
distribution, e.g., passive dilatation of the airway, which reduces flow limitation. Nasal EPAP devices are in commercial
distribution as stand-alone therapies for the treatment of OSA. The oral EPAP provided by the ExVent accessory is designed to
augment the OSA therapy provided by the O2Vent Optima.

ExVent is an optional accessory to the O2Vent Optima that provides Expiratory Positive Airway Pressure (Oral EPAP). The study
purpose was to assess efficacy of the mandibular advancement device O2Vent Optima + ExVent as compared to Optima in the
treatment of OSA.

METHODS: A prospective, open-label study conducted at 3 sites included subjects with mild to moderate OSA (AHI $ 5 and #
30).

Screening Phase

A diagnostic in-lab PSG study was performed to confirm a diagnosis of mild to moderate OSA.

Treatment Phase I

Subjects used O2Vent Optima for 6 weeks and underwent an in-lab PSG sleep night while using the O2Vent Optima.

Treatment Phase II

Subjects used O2Vent Optima + ExVent for 6 weeks and underwent an in-lab PSG sleep night while using the O2Vent Optima +
ExVent.

Primary Efficacy Measure: Change in AHI between baseline vs. O2Vent Optima vs. O2Vent Optima + ExVent.

RESULTS: Treatment with Optima, Optima + ExVent reduced AHI from 22.5�6.4/hr to 12.6�4.5/hr to 5.9�2.7/hr (p< 0.005
baseline vs. Optima and Optima + ExVent; p<0.05 Optima vs. Optima + ExVent). Average reduction in AHI with Optima was
43% and with Optima + ExVent was 72%. The lowest oxygen during sleep increased from 84.6�2.7% to 88.6�2.9% to 91.6�3.2%
(p< 0.005 baseline vs. Optima and Optima + ExVent; p<0.05 Optima vs. Optima + ExVent). Patients on treatment with Optima
and Optima + ExVent demonstrated no excessive adverse events or device malfunctio

CONCLUSIONS: O2Vent Optima is a novel oral appliance that incorporates both mandibular advancement to reduce
pharyngeal collapsibility and an air channel that allows airflow through the device to circumvent nasopharyngeal obstruction. In
the current study, both O2Vent Optima and O2Vent Optima + ExVent significantly improved OSA compared to the baseline. A
greater benefit was observed with the addition of ExVent to the Optima in mild to moderate OSA.

CLINICAL IMPLICATIONS: O2Vent Optima - a novel oral appliance that incorporates both mandibular advancement to
reduce pharyngeal collapsibility and an air channel that allows airflow through the device to circumvent nasopharyngeal
obstruction. The oral EPAP provided by the ExVent accessory demonstrated a substantial therapeutic benefit in the treatment of
mild to moderate OSA.
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