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Summary

This guide is based on research and clinical practice experience
regarding the use of nasal Expiratory Positive Airway Pressure
(EPAP) [Provent Therapy] to treat obstructive sleep apnea
(OSA). In clinical practice nasal EPAP has been used in: (1)
patients with mild, moderate or severe OSA who have rejected
or are non-compliant with prescribed CPAP; (2) newly diagnosed
mild/moderate patients without significant co-morbidities; or

(3) CPAP compliant patients looking for alternatives to current
therapy or for travel. Follow-up polysomnography or portable
monitoring is needed to verify efficacy. Regular follow-up is
recommended to assess the patient for compliance and signs and
symptoms of OSA.

1.0 Introduction

Nasal EPAP is a novel treatment of OSA (Figure 1). The device
consists of a small valve attached externally to each nostril with
hypoallergenic adhesive designed for single-night use. The valve
acts as a one-way resistor, permitting unobstructed inspiration.
During expiration, the airflow is directed through small air
channels, increasing the resistance. This increased resistance

Figure 1. Nasal EPAP device. Single use valves are externally attached to
each nostril and sealed with adhesive.
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during expiration creates EPAP which is maintained until the
start of the next inspiration. Whereas CPAP provides positive
pressure during both inspiration and expiration, EPAP only
creates pressure during expiration.

The effectiveness of nasal EPAP has been validated through five
published clinical trials®* demonstrating statistically significant
and clinically meaningful reductions in the apnea-hypopnea
index, oxygen desaturation and daytime sleepiness as measured
by the Epworth Sleepiness Scale (ESS). Figure 2 below presents
a pooled data subgroup analysis® of nasal EPAP responders from
the five published studies.
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Figure 2. Pooled Data Subgroup Analysis of Nasal EPAP Responders

This paper is intended to provide suggested guidelines for
patient selection, acclimation support and efficacy verification
when using nasal EPAP for the treatment of OSA.

2.0 Methods

The guideline outlined on the next page is based on published
nasal EPAP literature and clinical practice experience. While
this guide outlines a recommended protocol for nasal EPAP,

the treating physician is the one best suited to identify those
most appropriate for EPAP therapy and to determine method of
follow-up care.
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Figure 3. Suggested Guidelines for Nasal EPAP Use in OSA Patients.

Figure 3 summarizes a suggested pathway for patients
considered for treatment with nasal EPAP therapy. More detailed
recommendations are provided in section 3.0.

3.0 Recommendations

3.1 Diagnosis and Baseline Evaluation

An OSA diagnosis must be made and the severity of disease
determined before evaluating treatment options. Either in-
laboratory polysomnography (PSG)” or portable recording® are
recommended to confirm the diagnosis.’ Both modalities provide
objective results (AHI/RDI, ODI) that can be compared to results
following the initiation of nasal EPAP treatment. The diagnostic
criteria for OSA include the PSG or portable monitoring findings
as well as clinical signs and symptoms.

3.2 Patient Selection
Nasal EPAP may be considered for the following patients:

1. Patients with mild, moderate or severe OSA who have rejected
or are non-compliant with prescribed CPAP; 2. Newly diagnosed
mild/moderate patients without significant co-morbidities; or

3. CPAP compliant patients looking for alternatives to their
current therapy or for travel.

At this time, there is no data to predict which patients will be
most effectively treated with nasal EPAP based on specific
patient characteristics.

3.3 Initial Therapy Use and Acceptance

During an office consultation, a trained practitioner or designee
should instruct each patient how to properly apply the nasal
EPAP device, and refer the patient to the Instructions for Use
booklet. An in-office demonstration of Provent application may
be helpful.

Instruct patients to:

1. Start with a clean, dry face. Stand in front of a mirror.
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2. Grasp the small tab to peel the device off the backing.

3. Align the plastic portion of the device with your nostril to
ensure correct placement.

(2
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4. Drop your upper lip downward (as if shaving the mustache
area).

5. Apply and press down gently on the adhesive to create a seal.
Ensure there are no air leaks. Use the thumbs or fingers to
completely cover the oval mesh over both nostrils and gently
exhale through the nose to confirm that no air is escaping

past the adhesive.

6. Repeat device application on other nostril. Breathe through
the device to feel it working.

The following points should be shared with patients to set their
expectations regarding acclimation:

1. The device works by making it harder to breathe out.

e This creates pressure which keeps your airway open.

2. Breathe out through your mouth when awake and attempting
to fall asleep.

e You'll naturally breathe out through the device when you
fall asleep.

3. It may take time to get used to wearing the device.

e Give it a few days; you should feel a lot better.

4. You may take it off (if necessary).

e If you wake up during the night and feel uncomfortable,
open your mouth and try to fall back asleep. If
unsuccessful, just take the device off your nose. Try to
sleep with it the next night.

Follow-up with the patient after the first night(s) of device
use to provide coaching and encouragement may enhance the
acclimation process.

3.4 Effectiveness Confirmation

After patients acclimate to nasal EPAP during the initial
evaluation period, they should undergo an assessment of
effectiveness to ensure a satisfactory therapeutic benefit. It is
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suggested that the same methodology used for OSA diagnosis be
used for effectiveness verification in order to readily compare
the outcomes. As noted in section 3.1, these verification methods
include in-lab PSG or portable recording to obtain objective
results.

A specially-designed nasal cannula from Ventus Medical can be
used to securely attach to the nasal EPAP device to allow for
standard measurement of nasal airflow via nasal pressure during
a PSG or portable monitoring (Figure 4).
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Figure 4. Nasal Cannula Attached to EPAP Device.

A retrospective review of clinical practice data!’ suggests that
adjunctive therapy such as the use of positional therapy or chin
straps may augment the effectiveness of nasal EPAP. During an
in-lab PSG, this can be evaluated by the technicians monitoring
the sleep study.

Positional therapy may be considered when non-supine AHI
values with nasal EPAP reach therapeutic levels but AHI values
in the supine position are not completely therapeutic.

Chin straps may be evaluated for patients who, while wearing
nasal EPAP, continuously vent through the mouth thus
preventing the creation of the required nasal expiratory pressure
to help keep the airway open.

3.4 Prescription and Device Use

Patients with demonstrated efficacy may be given a prescription
for nasal EPAP by a licensed health care practitioner. Nasal
EPAP devices are intended for a single night of use and should
be discarded after wearing. Patients may use nasal EPAP as a
primary therapy or some may opt to continue with CPAP and
use nasal EPAP for travel. As with CPAP therapy, if nasal EPAP
is used as a primary therapy, optimal therapeutic effect will be
achieved only with consistent nightly use.

3.5 Follow-up

Patients should be scheduled for periodic follow-up office visits
to assess patient compliance with nasal EPAP as well as to
evaluate signs and symptoms of OSA.

4.0 Conclusions

This guide was developed based on the current nasal EPAP
clinical literature and clinical practice experience. Nasal EPAP
may be used to treat all severities of OSA and effectiveness
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must be confirmed with an in-lab PSG or portable monitoring.
Device use training and acclimation coaching are key elements
to achieve patient acceptance of the therapy. Patient selection
and effectiveness assessment with nasal EPAP are ultimately the
responsibility of the prescribing physician.
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