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Date

See Policy HCPCS CODE section below for any prior authorization requirements

SCOPE:
Providence Health Plan, Providence Health Assurance, Providence Plan Partners, and Ayin Health
Solutions as applicable (referred to individually as “Company” and collectively as “Companies”).

APPLIES TO:
All lines of business except Medicare

BENEFIT APPLICATION
Medicaid Members
Oregon: Services requested for Oregon Health Plan (OHP) members follow the OHP Prioritized List and
Oregon Administrative Rules (OARs) as the primary resource for coverage determinations. Medical
policy criteria below may be applied when there are no criteria available in the OARs and the OHP
Prioritized List.

POLICY CRITERIA
Notes:
 This medical policy does not address positive airway pressure (PAP) therapy in patients 17
years of age or younger, which may be considered medically necessary.
 Positive airway pressure (PAP) therapy would be considered a duplicative service and not
covered in mild OSA if member chose oral appliance therapy.
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Home Titration with Auto-Titrating Positive Airway Pressure (APAP)
I.

Home titration with APAP to determine a fixed continuous positive airway pressure (CPAP)
level and initiate CPAP treatment is considered medically necessary and covered when both
(A. and B.) of the following criteria are met:
A. The patient meets at least one of the following (1. or 2.) criteria:
1. The patient has been diagnosed, using polysomnography or home sleep apnea
testing, with mild OSA (defined as AHI or RDI of 5 to 14 events per hour) and meets at
least one of the following (a.-f.) criteria:
a. Impaired cognition; or
b. Mood disorders; or
c. Insomnia; or
d. Documented hypertension; or
e. Ischemic heart disease; or
f. History of stroke; or
2. The patient has been diagnosed, using polysomnography or home sleep apnea
testing, with moderate or severe OSA (defined as AHI or RDI of 15 or more events per
hour); and
B. The patient does not have any of the following (1.-6.) comorbid conditions that would be
expected to degrade the accuracy of APAP:
1. Congestive heart failure; and/or
2. Chronic obstructive pulmonary disease; and/or
3. Prior diagnosis of central sleep apnea; and/or
4. Neuromuscular disorders (e.g., muscular dystrophy, myasthenia gravis); and/or
5. Central sleep apnea; and/or
6. Obesity hypoventilation syndrome.

II.

A follow-up home titration with APAP is considered medically necessary and covered when all
of the following (A. and B.) criteria are met:
A. To determine if a pressure adjustment is needed in patients not responding to or
tolerating PAP therapy or whose symptoms have returned despite an initial response to
PAP therapy; and
B. The patient does not have any of the following (1.-6.) comorbid conditions that would be
expected to degrade the accuracy of APAP:
1. Congestive heart failure; and/or
2. Chronic obstructive pulmonary disease; and/or
3. Prior diagnosis of central sleep apnea; and/or
4. Neuromuscular disorders (e.g., muscular dystrophy, myasthenia gravis); and/or
5. Central sleep apnea; and/or
6. Obesity hypoventilation syndrome.
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III. Home titration with APAP is considered not medically necessary and is not covered when
criteria I. or II. above is not met.
Initial Trial (90 days) of Continuous Positive Airway Pressure (CPAP)/Auto-Titrating Positive
Airway Pressure (APAP)
IV. The initial trial (90 days) of CPAP or APAP may be considered medically necessary and covered
for the treatment of obstructive sleep apnea (OSA) when at least one of the following (A. or B.)
criteria are met:
A. The patient has been diagnosed, using polysomnography or home sleep testing, with mild
OSA (defined as AHI or RDI of 5 to 14 events per hour) and meets at least one of the
following (1.-6.) criteria:
1. Impaired cognition; or
2. Mood disorders; or
3. Insomnia; or
4. Documented hypertension; or
5. Ischemic heart disease; or
6. History of stroke; or
B. The patient has been diagnosed, using polysomnography or home sleep testing, with
moderate or severe OSA (defined as AHI or RDI of 15 or more events per hour).
V. The initial trial (90 days) of CPAP or APAP is considered not medically necessary and is not
covered when criterion IV. above is not met.
Initial Trial (90 days) of Bilevel Positive Airway Pressure (BiPAP)
BiPAP without Back-Up Rate Feature
VI. The initial trial (90 days) of BiPAP without a back-up rate feature may be considered medically
necessary and covered in patients diagnosed with obstructive sleep apnea who are intolerant
to CPAP/APAP therapy or CPAP/APAP therapy is ineffective (failure of symptom resolution
despite optimal therapy) when all of the following (A.-E.) criteria are met:
A.
B.
C.
D.
E.

The patient meets criterion IV. above; and
The CPAP/APAP device has been properly fitted; and
The patient is using the CPAP/APAP device correctly; and
The patient was unable to tolerate the titrated pressure level; and
Lower pressure levels were attempted but failed due to at least one of the following (1.3.):
1. Obstructive sleep apnea (OSA) symptoms were not adequately controlled; and/or
2. AHI or RDI levels were not reduced to acceptable levels; and/or
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3. Sleep quality was not improved.
VII. The initial trial (90 days) of BiPAP without a back-up rate feature may be considered medically
necessary and covered in patients with an established diagnosis of central sleep apnea who
meet all of the following (A. and B.) criteria:
A. Obstructive sleep apnea has been excluded or treated; and
B. A titration study (split- or whole-night) demonstrated significant improvement of sleeprelated hypoventilation adjusted to the settings that will be prescribed for home use.
BiPAP with Back-Up Rate Feature
VIII. The initial trial (90 days) of BiPAP with a back-up rate feature may be considered medically
necessary and covered in patients with an established diagnosis of central sleep apnea who
meet all of the following (A.-C.) criteria:
A. Obstructive sleep apnea has been excluded or treated; and
B. BiPAP without back-up rate feature was attempted but not successful due to either of the
following (1. or 2.):
1. Oxygen saturation level is 88% or less for at least 5 minutes while the patient breathes
their usual FiO2; or
2. The patient demonstrates Cheyne Stokes respiration for 5 continuous minutes with
oxygen saturation falling to less than 88% at least once during that 4-minute interval;
and
C. A titration study (split- or whole-night) demonstrated significant improvement of sleeprelated hypoventilation adjusted to the settings that will be prescribed for home use.
BiPAP with or without Back-Up Rate Feature
IX.

BiPAP/BiPAP AVAPS with or without the back-up rate feature may be considered medically
necessary and covered in the management of patients with severe chronic obstructive
pulmonary disease (COPD) who meet at least one of the following (A. or B.) criteria:
A. PaCO2 measured by arterial blood gas drawn while the patient is awake and breathing
their usual FiO2 is 45 mmHg or greater; or
B. Sleep oximetry demonstrates oxygen saturation of 88% or less for at least 5 continuous
minutes while the patient breathes oxygen at 2L per minute or their usual FiO2
(whichever is higher).

X.

BiPAP/BiPAP AVAPS with or without the back-up rate feature may be considered medically
necessary and covered in the management of patients with certain restrictive thoracic
disorders when all of the following (A. and B.) criteria are met:
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A. The patient has an established diagnosis of a progressive neuromuscular disease or a
severe thoracic cage abnormality; and
B. The patient meets at least one of the following criteria:
1. PaCO2 measured by arterial blood gas drawn while the patient is awake and
breathing their usual FiO2 is 45 mmHg or greater; or
2. Sleep oximetry demonstrates oxygen saturation of 88% or less for at least five
continuous minutes while the patient breathes their usual FiO2; or
3. For patients with neuromuscular disease only, maximal inspiratory pressure is less
than 60 cm H2O or forced vital capacity is less than 50% predicted.
XI.

The initial trial (90 days) of BiPAP/BiPAP AVAPS is considered not medically necessary and is
not covered when at least one of the criteria (VI.-X.) above is not met.

Treatment with PAP Therapy Beyond 90 Days
XII. Ongoing treatment (beyond 90 days) with PAP therapy (CPAP, APAP, or BiPAP/BiPAP AVAPS)
may be considered medically necessary and covered when any of the following criteria (A. –
C.) are met:
A. Objective evidence demonstrates patient compliance with therapy during the initial
trial. Compliance is defined as use of the PAP device for ≥ 4 hours per night on 70% of
nights during a consecutive 30-day period within the preceding 90 days of receipt of the
device; or
B. Request is for a 60-day trial extension and documents indicate either of the following:
1. A significant attempt to meet patient compliance criteria is documented (e.g.,
multiple mask fittings); or
2. Documents show there were extenuating circumstances which precluded meeting
compliance (e.g., respiratory disorder, hospital admission).
C. A PAP therapy re-trial is requested and all of the following criteria (1. – 4.) are met:
1. Initial 90-day trial and 60-day trial extension failed; and
2. Face-to-face clinical re-evaluation has been performed by the treating physician to
determine the etiology of the failure to respond to PAP therapy
3. A new treatment plan has been established; and
4. Applicable criteria above for the initial trial are met.
XIII. Ongoing treatment with PAP therapy is considered not medically necessary and is not
covered when criterion XII. above is not met.
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Replacement of PAP Equipment
XIV. Replacement of PAP equipment may be considered medically necessary and covered when it
has reached the end of its five-year reasonable use lifetime (RUL) or when wear and tear
renders the item non-functioning and non-repairable.
XV. Replacement of PAP equipment is considered not medically necessary and is not covered
when criterion XIV., above, is not met.
Dual PAP with Oral Appliance Therapy
XVI. Dual PAP with oral appliance therapy is considered not medically necessary and not covered,
including but not limited to, as a convenience item (e.g. travel).
Link to Policy Summary

BILLING GUIDELINES
HCPCS code E0601 may be used to bill for auto titrating positive airway pressure (APAP).

HCPCS CODES
All Lines of Business Except Medicare
Prior Authorization Required
E0470

E0471

E0472
E0601

Respiratory assist device, bi-level pressure capability, without backup rate feature,
used with noninvasive interface, e.g., nasal or facial mask (intermittent assist device
with continuous positive airway pressure device)
Respiratory assist device, bi-level pressure capability, with back-up rate feature, used
with noninvasive interface, e.g., nasal or facial mask (intermittent assist device with
continuous positive airway pressure device)
Respiratory assist device, bi-level pressure capability, with backup rate feature, used
with invasive interface, e.g., tracheostomy tube (intermittent assist device with
continuous positive airway pressure device)
Continuous positive airway pressure (cpap) device

DEFINITIONS



Apnea: the cessation of airflow for at least 10 seconds
Hypopnea: abnormally slow or shallow breathing resulting in reduced airflow
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Apnea-hypopnea index (AHI): the number of apnea and hypopnea events per hour of sleep; used to
indicate the severity of sleep apnea
Respiratory disturbance index (RDI): the number of apnea and hypopnea events per hour of sleep
plus the number of respiratory-effort related arousals (RERAs) per hour of sleep
Respiratory-effort related arousals (RERAs): an abnormal breathing event which does not meet the
criteria for an apnea of hypopnea, but is an arousal of sleep associated with a respiratory event
noted during a sleep study
Mild sleep apnea: AHI or RDI score of 5 to 14 and is typically associated with involuntary daytime
sleepiness during activities that require little attention such as reading or watching television.
Moderate sleep apnea: AHI or RDI score of 15 to 30 associated with involuntary sleepiness during
activities that require moderate attention such as meetings or presentations.
Severe sleep apnea: AHI or RDI score of greater than 30 and is typified by daytime sleepiness during
activities that require active attention such as driving or talking. The score may exceed 100 in
patients with very severe OSA.

DESCRIPTION
Sleep Disorders
Obstructive Sleep Apnea (OSA)
OSA is a sleep disorder in which a person stops breathing during sleep due to an obstruction of the
upper airway. This obstruction is due to inadequate motor tone of the tongue and/or airway dilator
muscles. Signs and symptoms of OSA include witnessed apneas, snoring, daytime sleepiness, obesity,
and large neck circumference. OSA has become increasingly recognized as an independent risk factor for
cardiac, neurologic, and perioperative morbidities.
Central Sleep Apnea (CSA)
In contrast to OSA where ongoing respiratory efforts are observed, CSA is defined by a lack of
respiratory effort during the cessation of airflow. This results in insufficient or absent ventilation and
compromised gas exchange during sleep. CSA is associated with frequent nighttime awakenings,
excessive daytime sleepiness, and increased risk for adverse cardiovascular outcomes. There are several
manifestations of CSA, including idiopathic CSA (CSA of unclear etiology), narcotic-induced central
apnea, high altitude periodic breathing, and Cheyne-Stokes breathing (breathing pattern characterized
by changes in tidal volume and apneas).
Obesity Hypoventilation Syndrome (OHS)
OHS is a type of CSA that is typically defined as a combination of obesity (body mass index > 30 kg/m2)
and arterial hypercapnia (Paco2 >45 mm Hg) during wakefulness not explained by other known causes

Page 7 of 22
MP # 56

MEDICAL POLICY

Sleep Disorder Treatment: Positive
Airway Pressure
(All Lines of Business Except
Medicare)

of hypoventilation. Symptoms may be similar to those of OSA, including morning headaches and
excessive daytime sleepiness.
Positive Airway Pressure (PAP)
According to the American Sleep Apnea Association, “(p)ositive airway pressure, or PAP, is the most
effective and most widely used method for treating obstructive sleep apnea, particularly in its severe
form—25 or more apneas and hypopneas per hour.”1 A PAP machine consists of (1) the machine itself
(2) a nasal, oral, or oronasal facial mask that is secured to the face with head gear and (3) a flexible hose
that connects the mask and the machine. PAP works by blowing pressurized air through the airway at a
pressure high enough to keep the throat open; thus counteracting the effects of obstructive sleep
apnea. The pressure level is determined using a titration study. Titration determines a high enough
pressure to ensure the airway is completely open without disturbing sleep. There are three different
PAP delivery methods:
1. Continuous Positive Airway Pressure (CPAP): continuous fixed pressure during the entire sleep
period
2. Auto Titrating Positive Airway Pressure (APAP): varies the pressure delivered depending on
changes in airflow resistance
3. Bilevel Positive Airway Pressure (BiPAP): delivers airflow at different rates during the inspiration
(inhalation) versus expiration (exhalation) phases of breathing
a. Some BiPAP machines also have a back-up rate feature, which ensures the patient
receives a minimum number of breaths per minute.

REVIEW OF EVIDENCE
A review of the ECRI, Hayes, Cochrane, and PubMed databases was conducted regarding the use of
continuous positive airway pressure (CPAP), bilevel positive airway pressure (BiPAP), and auto titrating
positive airway pressure (APAP) for the treatment of sleep related disorders. Below is a summary of the
available evidence identified through February 2021. Due to the abundance of applicable literature, the
evidence search was limited to systematic reviews and U.S. evidence-based clinical practice guidelines.
Positive Airway Pressure: Continuous (CPAP), Autotitrating (APAP), and Bilevel (BiPAP)
In 2011, the Agency for Healthcare Research and Quality conducted a systematic review of the evidence
to evaluate the diagnosis and treatment of obstructive sleep apnea (OSA) in adults.2 Independent
reviewers systematically identified eligible studies, assessed quality, and extracted data. The key
questions focused on OSA screening and diagnosis, treatments, associations between apnea-hypopnea
index (AHI) and clinical outcomes, and predictors of treatment compliance. In regards to positive airway
pressure therapy, the authors evaluated the following:
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-

CPAP versus control
CPAP versus sham CPAP
Oral versus nasal CPAP
APAP versus fixed CPAP
BiPAP versus fixed CPAP
Flexible BiPAP versus fixed CPAP
C-Flex™ versus fixed CPAP
Humidification in CPAP.

CPAP versus Control
The authors identified 11 quality B and 11 quality C trials evaluating CPAP versus control. “The studies
reviewed generally found that CPAP was superior in reducing AHI, improving ESS, reducing arousal
index, and raising the minimum oxygen saturation.”2 Although heterogeneous, meta-analysis confirmed
these results. Most studies found no significant difference in quality of life or neurocognitive measures.
The authors concluded that the reviewed studies provide sufficient evidence supporting large
improvements in sleep measures with CPAP compared to control. Additionally, the authors stated that,
“given the large magnitude of effect on the intermediate outcomes of AHI and ESS, the strength of
evidence that CPAP is an effective treatment to alleviate sleep apnea signs and symptoms was rated
moderate.”2
CPAP versus Sham CPAP
A total of 5 quality A, 13 quality B, and 6 quality C trials were included in the evaluation of CPAP versus
sham CPAP. Of these trials, 16 compared APAP with sham and 8 trials compared CPAP with sham. The
results of the studies indicate CPAP is superior in reducing AHI, improving ESS, and reducing arousal
index. Additionally, these findings were confirmed through meta-analysis. Most studies found no
significant differences in regards to quality of life and neurocognitive function. In regards to the effects
of CPAP on blood pressure, “about half of the studies reported significant blood pressure reduction,
favoring CPAP, and the other half reported no significant differences.”2 Ultimately, the authors
concluded a sufficient and moderate body of evidence to support large improvements in sleep measures
with CPAP versus sham.
Oral versus Nasal CPAP
The authors identified 3 small trails with inconsistent results; therefore, the overall evidence was
insufficient to provide any substantive conclusions regarding the efficacy of oral versus nasal CPAP.
APAP versus Fixed CPAP
The authors identified 21 trials (mostly quality B or C) comprised of over 800 patients evaluating APAP
versus fixed CPAP. The results of these studies indicate that APAP reduces sleepiness as measured by
ESS (Epworth Sleepiness Scale) by approximately 0.5 points more than fixed CPAP. “The two devices
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were found to result in clinically similar levels of compliance (hours used per night) and changes in AHI
from baseline, quality of life, and most other sleep study measures.”2 CPAP was found to improve
minimum oxygen saturation more than APAP; however, only by about 1%. There was limited evidence
regarding the effects of CPAP or APAP on blood pressure. Regarding APAP versus fixed CPAP, the
authors concluded “despite no or weak evidence on clinical outcomes, overall the strength of evidence
is moderate that autoCPAP and fixed CPAP result in similar compliance and treatment effects for
patients with OSA.”2
BiPAP versus Fixed CPAP
A total of 5 small trials (mostly quality C) were identified for the evaluation of BiPAP versus fixed CPAP.
The studies had, “largely null findings did not support any substantive differences in the efficacy of
bilevel CPAP versus CPAP in the treatment of patients with OSA.”2 The authors concluded insufficient
evidence regarding BiPAP versus CPAP due to the clinical heterogeneity, imprecision, and null results of
included studies.
Flexible BiPAP versus Fixed CPAP
The authors found insufficient evidence (only a single study) to evaluate flexible BiPAP versus fixed
CPAP.
C-Flex™ versus Fixed CPAP
The authors included 4 trials of B and C quality to evaluate C-Flex versus fixed CPAP. The trials had
mostly null results and did not support and significant difference in the efficacy of C-Flex versus fixed
CPAP in improving compliance.
Humidification in CPAP
A total of 5 trials examined different aspects of humidification with positive airway pressure. Some
studies reported a benefit of humidification in improving patient compliance; however, this was not
consistent across all studies. The authors concluded “the strength of evidence is insufficient to
determine whether there is a difference in compliance or other outcomes between positive airway
pressure treatment with and without humidification.”2
This AHRQ systematic review was of very good quality and had several strengths, including:
1. the gathering of evidence, assessment of quality, and extraction of data by several independent
reviewers
2. contacting authors of selected studies for additional information or data
3. assessment of heterogeneity and publication bias
4. meta-analyses only being conducted when studies were determined to be homogeneous with
respect to population, treatment, and outcome measures
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5. sensitivity analyses to evaluate the influence of studies with a high risk of bias or high losses to
follow-up
Limitations of this systematic review are seen in the inclusion of studies with a high risk of bias,
significant inter-study heterogeneity, and the potential for publication bias due to a small number of
studies included in some meta-analyses. Regarding the use of PAP, the authors concluded that “CPAP is
highly effective in minimizing AHI and improving sleepiness.”2
Auto Titrating Positive Airway Pressure (APAP)
In 2019, Kennedy and colleagues published a Cochrane database systematic review of studies that
compared automatically adjusting CPAP (auto-CPAP), bilevel positive airway pressure (bi-PAP), CPAP
with expiratory pressure relief (CPAPexp), heated humidification plus fixed CPAP, automatically
adjusting CPAP with expiratory pressure relief, Bi-PAP with expiratory pressure relief, auto bi-PAP and
CPAPexp with wakefulness detection with fixed pressure setting.3 The primary focus was comparing
APAP to fixed CPAP, which the authors based on 36 studies with 2,135 participants. In pooled analysis,
the authors found that most studies recruited participants who were recently diagnosed with OSA and
had not used CPAP previously (participants had excessive sleepiness [ESS: 13], severe sleep disturbance
[AHI ranged from 22 to 59], and average body mass index [BMI] of 35 kg/m2). Equipment was used in
the home setting and most studies reported outcomes of 12 weeks or less. The authors concluded that
auto-CPAP probably increases machine usage by about 13 minutes per night in adults with moderate to
severe sleep apnoea starting positive airway pressure therapy. Somewhat validating the authors in the
next review summary, they did not find the effect on daytime sleepiness scores with auto-CPAP to be
clinically meaningful. They stated that the use of validated quality of life studies has been limited todate, though where implemented, the effect sizes have not exceeded proposed clinically important
differences; and that an established standardized approach to measuring tolerability would aid in
evaluating benefits with harms.
In 2012, Ip et al. published a systematic review and meta-analysis to evaluate auto titrating (APAP)
versus fixed continuous positive airway pressure (CPAP) for the treatment of obstructive sleep apnea
(OSA).4 Independent reviewers systematically identified eligible studies, assessed quality, and extracted
data. Study authors were also contacted, if necessary, for additional information or data. The outcomes
of interest included objective clinical outcomes (e.g., cardiovascular events, hypertension), sleep and
wakefulness related clinical outcomes (e.g., quality of life, sleepiness measures, neurocognitive tests),
sleep study measures (e.g., AHI), comorbidity intermediate outcomes (e.g., blood pressure), compliance,
and adverse events.
Following systematic review, the authors identified 24 randomized controlled trails comparing APAP
with fixed CPAP treatment in patients with OSA. No trials were identified that evaluated clinical
outcomes. All included trials evaluated compliance. No statistically significant differences were observed
in device usage in 20 trials, while 4 trials reported a significant usage increase in APAP. Meta-analysis
showed a statistically significant difference between APAP and CPAP in favor of APAP (p=0.006). In
regards to AHI, “none of the studies reported a statistically significant difference in AHI (events/hour)
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between APAP and CPAP.”4 Additionally, meta-analysis indicated a non-significant difference between
APAP and CPAP in regards to AHI. Meta-analysis of the Epworth sleepiness scale yielded a statistically
significant difference between APAP and CPAP in favor of APAP (p=0.005). “Fixed CPAP improved
minimum oxygen saturation by 1.3% more than APAP (95% CI, 0.4 to 2.2%).”4
This systematic review was of good quality and had several methodological strengths, including:
1. the gathering of evidence, assessment of quality, and extraction of data by several independent
reviewers
2. contacting authors of selected studies for additional information or data
3. assessment of heterogeneity and publication bias
4. sensitivity analyses to evaluate the influence of studies with a high risk of bias or high losses to
follow-up
Limitations are present in the significant amount of inter-study heterogeneity and possible publication
bias due to a small number of studies being included in some meta-analyses. Ultimately, the authors
concluded “(s)tatistically significant differences were found but clinical importance is unclear. Because
the treatment effects are similar between APAP and CPAP, the therapy of choice may depend on other
factors such as patient preference, specific reasons for non-compliance and cost.”4
Bilevel Positive Airway Pressure (BiPAP)
In 2013 (updated 2017; archived 2018), Hayes conducted an evidence review to evaluate bilevel positive
airway pressure (BiPAP) for the treatment of obstructive sleep apnea (OSA) in adults.5 The review
included 9 studies (3 randomized controlled trials, 1 randomized within-subject crossover comparison, 5
nonrandomized studies) of poor to good quality evaluating the efficacy of BiPAP to improve symptoms
of OSA. The included studies encompassed 392 patients, with individual sample sizes ranging from 11 to
130. The outcomes of interest were generally measured using polysomnography and included several
sleep and respiratory parameters (e.g., AHI, RDI, total sleep time, REM sleep time, and oxygen
saturation/desaturation). In addition, daytime sleepiness was commonly measured using the Epworth
Sleepiness scale (ESS).
The findings from all studies suggest BiPAP therapy significantly decreases AHI from pretreatment levels.
Additionally, the results from comparative studies indicate BiPAP does not differ from CPAP in the
improvement of AHI. “Findings from the 5 available studies indicate that BiPAP therapy improves
daytime sleepiness on the ESS relative to pretreatment, and results from comparative studies show that
the efficacy of BiPAP to improve ESS scores does not differ from other forms of positive air pressure
(PAP) therapy, including CPAP and APAP.”5 In regards to oxygen saturation, findings from all studies
evaluating this variable indicated that BiPAP significantly improves oxygen saturation. Furthermore,
studies comparing BiPAP with CPAP or APAP indicate BiPAP does not differ from CPAP/APAP in terms of
oxygen saturation. The results of the evidence review also indicate compliance with BiPAP therapy is
similar to that of CPAP. A total of 5 studies evaluated BiPAP in patients who failed CPAP treatment and
showed improvements in BiPAP usage.
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Hayes determined the overall quality of evidence to be low due to “lack of power analysis to determine
appropriate sample size, heterogeneity in type of bilevel positive airway pressure (BiPAP) device
evaluated, enrollment of individuals with medical conditions (i.e., comorbid heart disease) or sleep
apnea syndromes other than obstructive sleep apnea (OSA) that could confound results, and short
duration of treatment with BiPAP.”5 Ultimately, Hayes concluded the following ratings for BiPAP in the
treatment of OSA in adults:
-

-

B (some proven benefit): For bilevel positive airway pressure (BiPAP) treatment in adults with
obstructive sleep apnea (OSA). This Rating reflects the significant improvement in sleepdisordered breathing, subjective daytime sleepiness, and oxygen saturation that are comparable
in magnitude to those observed with continuous positive airway pressure (CPAP), the standard
of care for OSA.
D2 (insufficient evidence): For BiPAP treatment in adults with OSA and comorbid illnesses, such
as reduced respiratory function or obesity, or in those with OSA and a comorbid sleep disorder.
This Rating reflects the paucity of evidence regarding the efficacy and safety of BiPAP in these
patient populations.

Dual PAP with Oral Appliance Therapy
Several non-randomized studies were identified evaluating the safety and efficacy of combined PAP and
oral appliance therapy. While results showed improvements in patients’ symptoms and quality of life,
studies were limited by extremely small sample sizes (n=7-10) and limited follow-up.6-8

CLINICAL PRACTICE GUIDELINES
American Academy of Sleep Medicine (AASM)
In 2019, the AASM published an evidence-based clincial practice guideline evaluating the safety and
efficacy of positive airway pressure for the treatment of obstructive sleep apnea.9 A “strong”
recommendation is one that clinicans should follow under most circumstances. A “conditional”
recommendation refelects a lower degree of certainty regarding the outcome and
appropriateness of the patient-care strategy for all patient. Investigators issued the following
recommendations:
o
o
o
o

We recommend that clincians use PAP, comared to no tehrapy, to treat OSA in adults
with excessive sleepiness (Strong)
We suggest that clinicans use PAP, compared to no therapy, to treat OSA in adults with
impaired sleep-related quality of life (Conditional)
We uggest that clincians use PAP, compared to no theray, to treat OSA in adults with
comorbid hypertension (Conditional)
We recommend that PAP therapy be initiated using either APAP at home or in-laboratory
PAP titration in adults with OSA and no significant comorbidities (Strong)
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o
o
o
o

We recommend that clinicans use either CPAP or APAP for ongoing treatnment of OSA in
adults (Strong)
We suggest that clinicans use CPAP or APAP over BPAP in the routine treatment of OSA in
adults (Conditional)
We recommend that educational interventions be given with initiation of PAP therapy in
adults with OSA (Strong)
We suggest that behavioral and/or troublehsooting interventions be given during the
initial period of PAP therapy in adults with OSA (conditional).9

AIM Specialty Health
In 2020, AIM issued clinical appropriateness guidelines for sleep disorder management, including
appropriate use criteria for diagnostic and treatment management of obstructive sleep apnea using
APAP or CPAP.10
Treatment with CPAP is appropriate for a patient aged 19 years or older when conditions A and B below
are met:
A. Home or lab based sleep study demonstrates one of the following (1–2)
1. AHI greater than or equal to 15
2. AHI 5–14 with any of the following: excessive daytime sleepiness, impaired cognition,
mood disorders, insomnia, treatment-resistant hypertension (persistent hypertension
in a patient taking three or more antihypertensive medications), ischemic heart
disease, history of stroke. AND
B. Appropriate CPAP level has been determined from one of the following (1–5)
1. Split-night sleep study
2. Whole-night lab based titration study following a study where the CPAP level was not
determined during the therapeutic portion or the patient has OSA but did not meet
criteria for PAP titration during the study
3. Whole-night lab based titration study in a patient in whom APAP is contraindicated
(e.g., congestive heart failure [CHF], chronic obstructive pulmonary disease [COPD],
obesity hypoventilation syndrome or central sleep apnea [defined as having at least
50% central events or more than five (5) central events per hour])
4. APAP titration trial
5. Whole-night lab based titration study when home, unmonitored APAP titration was
unsuccessful
Treatment with APAP is appropriate when a patient meets conditions A and B below
A. Home or lab based sleep study demonstrates one of the following (1–2)
1. AHI greater than or equal to 15
2. AHI 5–14 with any of the following: excessive daytime sleepiness, impaired cognition,
mood disorders, insomnia, treatment-resistant hypertension (persistent hypertension
in a patient taking three or more antihypertensive medications), ischemic heart
disease, history of stroke. AND
B. The patient has none of the following contraindications (1–6) to the use of APAP
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1.
2.
3.
4.

Age 18 years or younger
CHF
COPD
Central sleep apnea (defined as having at least 50% central events or more than five [5]
central events per hour)
5. Neuromuscular disorders (e.g. muscular dystrophy, myasthenia gravis)
6. Obesity hypoventilation syndrome defined as a body mass index (BMI) >30 kg/m2 and
hypoventilation which cannot be solely attributed to other conditions such as
pulmonary disease, skeletal restriction, neuromuscular weakness, hypothyroidism,
pleural pathology or medications. Documentation of hypoventilation requires either an
increase in arterial PCO2 (or surrogate measure) to >55 mmHg for at least 10 minutes
or a >10 mmHg increase in arterial PCO2 (or surrogate measure) during sleep
(compared to an awake supine value) to a value EXCEEDING 50 mmHg for at least 10
minutes.
Ongoing treatment is indicated for patients who demonstrate compliance with therapy.
Demonstration of compliance is required every 90 days for the first year of therapy and annually
thereafter. Compliance is defined as:
1. Use of the CPAP device for greater than or equal to four (4) hours per night on 70% of
nights during a consecutive thirty (30) day period within the preceding 90 days; OR
2. There is clinical evidence submitted by the treating provider that demonstrates continued
clinical benefit from use of the positive airway pressure device.
BiPAP (without back-up rate feature) is appropriate for patients with OSA who have failed CPAP/APAP or
require supplemental ventilatory support due to a hypoventilation syndrome
BiPAP is appropriate for patients with established CSA diagnosed by an in-lab sleep study when both of
the following (a and b) apply:
a. OSA has been excluded or treated
b. A titration study (split-night or whole-night) has demonstrated significant improvement of
sleep-related hypoventilation adjusted to the settings that will be prescribed for home use
(while breathing the individual’s usual FiO2)
BiPAP (with back-up rate feature) is appropriate for patients with established CSA diagnosed by an in-lab
sleep study and all of the following (a–c) apply:
a. OSA has been excluded or treated
b. BiPAP without back-up rate had been attempted but has not successfully treated episodes
of desaturation as evidenced by either of the following:
1. Oxygen saturation level is 88% or less for at least five (5) minutes while the patient
breathes his/her usual FiO2; OR
2. The patient demonstrates Cheyne Stokes respiration for five (5) continuous minutes
with oxygen saturation falling to less than 88% at least once during that 5-minute
interval
c. A titration study (split-night or whole-night) has demonstrated significant improvement of
sleep-related hypoventilation adjusted to the settings that will be prescribed for home use
(while breathing the individual’s usual FiO2)
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BiPAP (with or without back-up rate feature) is appropriate in the management of patients with severe
COPD demonstrating either of the following (a or b):
a. PaCO2 measured by arterial blood gas drawn while the patient is awake and breathing
his/her usual FiO2 is 45 mmHg or greater; OR
b. Sleep oximetry demonstrates oxygen saturation of 88% or less for at least five continuous
minutes while the patient breathes oxygen at 2L per minute or his/her usual FiO2
(whichever is higher)
BiPAP (with or without back-up rate feature) is appropriate in the management of patients with certain
restrictive thoracic disorders when both a and b below are true
a. The patient has an established diagnosis of a progressive neuromuscular disease, e.g.,
amyotrophic lateral sclerosis (ALS) OR a severe thoracic cage abnormality; AND
b. One of the following statements is true:
1. PaCO2 measured by arterial blood gas drawn while the patient is awake and
breathing his/her usual FiO2 is 45 mmHg or greater.
2. Sleep oximetry demonstrates oxygen saturation of 88% or less for at least five
continuous minutes while the patient breathes his/her usual FiO2
3. Maximal inspiratory pressure is less than 60 cm H2O or forced vital capacity is less
than 50% of predicted (applies to patients with progressive neuromuscular disease
only)
Ongoing treatment with BiPAP is indicated for patients who demonstrate compliance with therapy.
Demonstration of compliance is required every 90 days for the first year of treatment and
annually thereafter. Compliance is defined as:
1. Use of the BiPAP device for greater than or equal to four (4) hours per night on 70% of
nights during a consecutive thirty (30) day period within the preceding 90 days; OR
2. There is clinical evidence submitted by the treating provider that demonstrates continued
clinical benefit from use of the positive airway pressure device.
American College of Physicians (ACP)
The 2013 ACP evidence-based guideline for the management of obstructive sleep apnea in adults
recommended the following:11
“ACP recommends continuous positive airway pressure (CPAP) treatment as initial therapy for
patients diagnosed with OSA. (Grade: strong recommendation; moderate-quality evidence). In
patients with excessive daytime sleepiness who have been diagnosed with OSA, CPAP is the most
extensively studied therapy. This treatment has been shown to improve Epworth Sleepiness Scale
(ESS) scores, reduce AHI and arousal index scores, and increase oxygen saturation. However, CPAP
has not been shown to increase quality of life. Evidence on the effect of CPAP on cardiovascular
disease, hypertension, and type 2 diabetes was insufficient. Studies have evaluated various
alternative CPAP modifications. Fixed and auto-CPAP, as well as C-Flex, have similar adherence and
efficacy. Data were insufficient to determine the comparative efficacy of other CPAP modifications.
Greater AHI and ESS scores were generally associated with better adherence to CPAP.”
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American Society of Anesthesiologists (ASA)
The 2006 (revised 2014) ASA evidence-based guidelines for the perioperative management of patients
with obstructive sleep apnea gave the following recommendations regarding positive airway pressure
therapy:12
“Preoperative initiation of continuous positive airway pressure (CPAP) should be considered,
particularly if OSA is severe. For patients who do not respond adequately to CPAP, noninvasive
positive pressure ventilation should be considered.”
National Institute for Health and Care Excellence (NICE)
The 2008 NICE evidence-based guideline for continuous positive airway pressure (CPAP) for the
treatment of obstructive sleep apnea/hypopnea syndrome recommended CPAP “as a treatment option
for adults with moderate or severe symptomatic obstructive sleep apnoea/hypopnoea syndrome
(OSAHS).”13 Additionally, NICE recommended CPAP as a treatment option for adults with mild OSAHS if,
“they have symptoms that affect their quality of life and ability to go about their daily activities, and
lifestyle advice and any other relevant treatment options have been unsuccessful or are considered
inappropriate.”
Oregon Health Authority Health Evidence Review Commission (HERC)
The 2014 HERC coverage guidance for the treatment of sleep apnea in adults recommended the
following regarding continuous positive airway pressure:14
CPAP is recommended for coverage initially when all of the following conditions are met:
o 12 week ‘trial’ period to determine benefit. This period is covered if apnea-hypopnea
index (AHI) or respiratory disturbance index (RDI) is greater than or equal to 15 events
per hour (strong recommendations); or if between 5 and 14 events with additional
symptoms (weak recommendations) including one or more of the following:
 excessive daytime sleepiness (Epworth Sleepiness Scale score > 10), or
 documented hypertension, or
 ischemic heart disease, or
 history of stroke;
o Providers must provide education to patients and caregivers prior to use of CPAP
machine to ensure proper use; and
o Positive diagnosis through polysomnogram (PSG) or Home Sleep Test (HST).
CPAP coverage subsequent to the initial 12 weeks should be based on documented patient tolerance,
compliance, and clinical benefit. Compliance (adherence to therapy) is defined as use of CPAP for at
least four hours per night on 70% of the nights during a consecutive 30 day period.
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POLICY SUMMARY
Continuous Positive Airway Pressure (CPAP) and Auto-titrating Positive Airway Pressure (APAP)
Therapy
There is enough research to show that the use of continuous positive airway pressure (CPAP) and auto
titrating positive airway pressure (APAP) therapy in adults improves overall health outcomes for select
populations of those with obstructive sleep apnea. In those who meet policy criteria, studies show that
CPAP and APAP treatments significantly improve sleep measures, including the Apnea Hypopnea Index
and Epworth Sleepiness Scale. Additionally, numerous evidence-based clinical practice guidelines
recommend the use of CPAP and APAP for the treatment of obstructive sleep apnea. Therefore, the use
of CPAP or APAP may be considered medically necessary for the treatment of obstructive sleep apnea in
patients meeting policy criteria. There is sufficient evidence to show that the use of CPAP and APAP
therapy in those who do not meet policy criteria is considered not medically necessary and is not
covered.
Bilevel Positive Airway Pressure (BiPAP) Therapy
There is enough research to show that the use of bilevel positive airway pressure (BiPAP) therapy
improves overall health outcomes in adults with obstructive sleep apnea (OSA) who are intolerant to
CPAP/APAP or in whom CPAP/APAP was ineffective. Additionally, several evidence-based clinical
practice guidelines recommend BiPAP as an effective treatment for adult OSA. The AIM Specialty Health
guideline as well as the American Academy of Sleep Medicine also recommends BiPAP therapy in
patients with other disorders affecting sleep-related breathing; including central sleep apnea, severe
chronic obstructive pulmonary disease, and restrictive thoracic disorders. Therefore, BiPAP therapy may
be considered medically necessary when policy criteria are met. There is sufficient evidence to show
that the use of BiPAP therapy in those who do not meet policy criteria is considered not medically
necessary and is not covered.
Dual Positive Airway Pressure with Oral Appliance Therapy
There is enough evidence to show that dual positive airway pressure (PAP) with oral appliance therapy
does not improve overall health outcomes versus therapy with either PAP or a medically necessary oral
appliance for those with sleep disorders, whether used for as dual therapy or for travel (e.g., as a
convenience item). No clinical practice guidelines based on research were identified specifically
recommending dual PAP with oral appliance therapy. Therefore, dual PAP with oral appliance therapy is
considered not medically necessary and is not covered.

INSTRUCTIONS FOR USE
Company Medical Policies serve as guidance for the administration of plan benefits. Medical policies do
not constitute medical advice nor a guarantee of coverage. Company Medical Policies are reviewed
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annually and are based upon published, peer-reviewed scientific evidence and evidence-based clinical
practice guidelines that are available as of the last policy update. The Companies reserve the right to
determine the application of Medical Policies and make revisions to Medical Policies at any time.
Providers will be given at least 60-days’ notice of policy changes that are restrictive in nature.
The scope and availability of all plan benefits are determined in accordance with the applicable coverage
agreement. Any conflict or variance between the terms of the coverage agreement and Company
Medical Policy will be resolved in favor of the coverage agreement.

REGULATORY STATUS
U.S. Food and Drug Administration (FDA)
Continuous Positive Airway Pressure Devices
Several continuous positive airway pressure devices have received FDA approval under the 510(k)
premarket notification process. These devices are classified as class II under the product code “BZD”.
Additional information is available by searching the FDA 510(k) database for product code BZD.
Auto Titrating Positive Airway Pressure Devices
Several auto titrating positive airway pressure devices have received FDA approval under the 510(k)
premarket notification process. These devices are classified as class II under the product code “BTT”.
Additional information is available by searching the FDA 510(k) database for product code BTT.
Bilevel Positive Airway Pressure Devices
Several bilevel positive airway pressure (BiPAP) devices have been approved under the FDA 510(k)
premarket notification process. These devices are classified as class II under the product code “BZD”.
Additional information is available by searching the FDA 510(k) database for product code BZD.
Device Name &
Manufacturer
BiPAP Pro (Respironics
Inc.)15
BiPAP S/T-D 30
(Respironics Inc.)16
BiPAP Auto
(Respironics Inc.)17

Indications for Use
For the treatment of obstructive sleep apnea only for use in the home or
hospital/institution environment in adult patients.
For hospital or institutional use for treatment of obstructive sleep apnea,
respiratory failure, or respiratory insufficiency.
The BiPAP Auto-system delivers positive airway pressure therapy for the
treatment of Obstructive Sleep Apnea. The device is for use in the home or
hospital/institutional environment on adult patients.
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Hoffrichter Vector Bi
(Hoffrichter GmbH)18

For treatment of obstructive sleep apnea (OSA) in adult patients weighing
at least 30 kg. These devices are not intended for use with ventilatordependent patients.

Mental Health Parity Statement
Coverage decisions are made on the basis of individualized determinations of medical necessity and the
experimental or investigational character of the treatment in the individual case. In cases where medical
necessity is not established by policy for specific treatment modalities, evidence not previously
considered regarding the efficacy of the modality that is presented shall be given consideration to
determine if the policy represents current standards of care.

MEDICAL POLICY CROSS REFERENCES







Sleep Disorder Testing (All Lines of Business Except Medicare)
Sleep Disorder Testing (Medicare Only)
Sleep Disorder Treatment: Positive Airway Pressure (All Lines of Business Except Medicare)
Sleep Disorder Treatment: Positive Airway Pressure (Medicare Only)
Sleep Disorder Treatment: Surgical (All Lines of Business Except Medicare)
Sleep Disorder Treatment: Surgical (Medicare Only)
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