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Sleep Apnea Treatment Policy

Purpose

Indiana University Health Plans (IU Health Plans) considers clinical indications when making a
medical necessity determination for Sleep Apnea Treatment-Positive Airway Pressure (PAP)
Devices.

Scope

This policy applies to all Utilization Management staff having decision making
responsibilities where authorization is required for Fully insured commercial plan.

Exceptions

1. Initial coverage of PAP (Positive Airway Pressure) device is limited to a 12-week rental period
to identify members who benefit from CPAP for sleep apnea.

2. Members who fail the initial 12 weeks trial are eligible to re-qualify for a PAP device when
they meet ALL of the following:

a. Have a repeat sleep test in a facility-based setting (Type I).

b. Clinical re-evaluation by the treating physician between during the 12-week trial period to
determine the cause of their failure to respond to PAP therapy that includes all the
following:

1. Re-evaluation must take place within the first three months of treatment.

2. Re-evaluation should document both member improvement in subjective symptoms of
OSA and objective data related to member adherence to PAP therapy.

3. If'the physician re-evaluation does not occur until after the 91 day but the evaluation
demonstrates that the member is benefiting from PAP therapy, continued coverage of
the PAP device will begin with the date of that re-evaluation.

c. Ifa CPAP device is tried and found ineffective during the initial facility -based titration or
home trial, substitution of a RAD (Respiratory Assist Device) without backup rate doesnot
change the length of the trial unless there is less than 30 days remaining in the trialperiod.

d. Iflessthan 30 days remain in the trial period, the clinical re-evaluation (see above) and
objective documentation of adherence must occur before the 120th day following the
initiation of the CPAP.



IV.

e. If more than 30 days remain in the trial period, the clinical re-evaluation would occur
between the 31% and 91% days following the initiation of CPAP and objective documentation
of adherence on the RAD without backup would need to occur prior to the 91st day
following initiation of the CPAP.

f. If a CPAP device has been used for more than 30 days and the member is switched to an
RAD without back up rate, ALL the following apply:

1. A new initial clinical evaluation is required, but a new sleep test is notrequired.

2. A new three- month trial would begin for use of the RAD without back up rate.

3. The clinical re-evaluation would occur between the 31st and 91st day following the
initiation of the RAD. There would also need to be documentation of adherence to
therapy during the three months trial with the RAD.

3. The PAP device must be FDA approved for the member’s age.

4. Discontinuation of Usage- If there is discontinuation of usage of a PAP device at any time,the
supplier is expected to confirm discontinuation and stop billing for the equipment and related
accessories and supplies.

S. Concurrent Use of Oxygen can occur if ALL of the following are met

a. Documentationby the treating physician must clearly demonstrate thatthe indications for
coverage and/or medical necessity above have been met.

b. Documentation by the treating physician should demonstrate that the indications for
coverage of oxygen and oxygen equipment have been met.

6. Auto-Titrating Continuous Positive Airway Pressure (APAP) cannot be used in ANY ofthe
following:

a. Is notrecommended for the diagnosis of obstructive sleep apnea (OSA).

b. Is not recommended for split-night titration.

c. APAP for continuous or long-term use is considered not medically necessary.

d. Members with significant co-morbidities are not candidates for APAP titration or
treatment. Co-morbidities include CHF, COPD, Central Sleep Apnea(Standard).

7. Respiratory AssistDevices (RAD) withbackuprate is considerednotmedically necessary forthe
diagnosis of OSA and, therefore the following appliancesare notcovered for any ofthe following:

a. Palatal Implants (PillarSystem)
b. Bone Anchored Suspension Systems (Airvance System, Encore Tongue SuspensionSystem)

8. Medicare Product: CPAP coverage must be based on clinical evaluation and one of the

following::
a. A Positive attended PSG (polysomnography) performed in a sleep laboratory
b. A positive unattended HST (Home Sleep Test) with a Type II, Type II, or type [V
(measures 3 channels) device

Definitions

AHI (apnea hypopnea index) is the average number of episodes of apnea plus hypopnea per hour
without the use of a PAP.

Apnea- the cessation of airflow for at least 10 seconds

BiPAP- a form of non-invasive ventilation therapy which has 2 levels of air pressure rather than
one continuous level

CPAP (Continuous Positive Airway Pressure) is one of the most common devices prescribed for
treatment of OSA. CPAP is defined by CMS as a non-invasive technique for providing single levels
of air pressure from a flow generator, via a nose mask, through the nares. The purpose is to prevent
the collapse of the oropharyngeal walls and the obstruction of airflow during sleep. This approach
does not represent a cure, as CPAP must be administered every night.



Hypopnea- abnormal respiratory event lasting at least 10 seconds with at least a 30% reduction in
airflow as compared to baseline and at least a 4% decrease in oxygen saturation.

Obesity Hypoventilation Syndrome- respiratory consequence of morbid obesity that is
characterized by alveolar hypoventilation during sleep and wakefulness. Current treatment includes
the use of positive airway pressure devices.

Obstructive Sleep Apnea (OSA) is a type of sleep apnea characterized by the American Academy
of Sleep Medicine (AASM) as the cessation of airflow for at least 10 seconds accompanied by an
effort to breathe. According to the Centers for Medicare and Medicaid (CMS), apnea is defined as a
cessation of airflow for at least 10 seconds. Hypopneais defined as an abnormal respiratory event
lasting at least 10 seconds with at least a 30% reduction in thoracoabdominal movement or airflow
as compared to baseline, and with at least a 4% oxygen desaturation. OSA can be measured based
on AHI and RDI among other measurement tools. The American Academy of Pediatrics (AAP)
defines OSA in children as a disorder of breathing during sleep characterized by prolonged partial
upper airway obstruction and/or intermittent complete obstruction (obstructive apnea) that disrupts
normal ventilation during sleep and normal sleep patterns.

Obstructive Sleep Apnea Syndrome (OSAS) associated with adenotonsillar hypertrophy in
children. If left untreated at a young age, OSAS can lead to further health complications. According
to AAP, the common symptoms of OSAS include habitual snoring, disturbed sleep, day -time
neurobehavioral problems, and occasionally day-time sleepiness. Conditions associated with OSAS
include neurocognitive impairment, behavioral problems, hypertension, cardiac dysfunction and
systemic inflammation. Adenotonsillectomy is recommended as the first line of treatment of OSAS
associated with adenotonsillar hypertrophy in children. Secondary or alternative treatment for
OSAS includes continuous passive airway pressure (CPAP).

PAP- Positive Airway Pressure
RAD- Respiratory Assist Devices

RDI (respiratory disturbance index) is the average number of respiratory disturbances, to include
apnea and hypopnea events, per hour.

Sleep apnea is generally characterized by the disruption of breathing during sleep.

Policy Statements

IU Health Plans considers Positive Airway Pressure Devices for the treatment of Sleep Apnea
medically necessary for the following indications:
1. INITIAL COVERAGE FOR 90 DAYS must meet ALL of the following
a. The member's sleep test indicates any of the following:
1. The Apnea-Hypopnea Index (AHI) or Respiratory Disturbance Index (RDI) is
greater than or equal to 15 events per hour with a minimum of 30 events
2. The AHI or RDI is greater than or equal to five and less than or equal to 14 events
per hour with a minimum of 10 events AND documentation of either of the below:
a. Excessive daytime sleepiness, Impaired cognition, Mood disorders, or Insomnia.
b. Hypertension, ischemic heart disease, or history of stroke



b. The member had a face-to-faceclinical evaluationby the treating physician prior to the sleep test
to assess the member for obstructive sleep apnea. The evaluationneeds to include at least one of
the following:

1. Sleep history and symptoms of sleep disordered breathing including snoring,
daytime sleepiness, observed apneas, choking or gasping during sleep, morning
headaches

2. Duration of symptoms

3. Validation of sleep hygiene inventory such as the Epworth Sleepiness Scale

4. A physical examination that documents a focused cardiopulmonary and upper airway

system evaluation, neck circumference and body mass index (BMI)

c. The member and/or their caregiver have received adequate instruction in the proper use and

care of the equipment prior to its use.

2. CONTINUED COVERAGE OF PAP after initial 90 days
a. A clinical re-evaluation during the first 30-90 days of treatment documenting that the
symptoms have improved with treatment
b. Objective documentation of adherence to use of PAP

PAP Devices for Children
PAP devices are covered for children when ALL of the following indications are met:
1. The PAP device is approved by the Food and Drug Administration (FDA) for the child’s age
2. Thechildhas been evaluated by an Ear, Nose and Throat (ENT) specialist prior to CPAP
3. Any of the following
a. Surgery is contraindicated.
b. There is minimal adenotonsillar tissue.
c. OSA is persistent after adenotonsillectomy
d. Member/parent(s) prefer non-surgical alternatives.

Automated Positive Airway Pressure (APAP, Auto-Titrating, Auto PAP, C-Flex)
Automated Positive Airway Pressure is considered medically necessary for the diagnosis of OSA
for any one of the following indications:
1. When used during attended titration with Polysomnography to identify a single pressure for use
with the standard CPAP for treatment of moderate to severe OSA
2. One of the following:
a When used in the self-adjusting mode for unattended treatment of members with

moderate to severe OSA without significant comorbidities (i.e., congestive heart failure

(CHF), chronic obstructive pulmonary disease (COPD), central sleep apneasyndromes,

or hypoventilation syndromes)

b. When used in an unattended way to determine a fixed CPAP treatment pressure for
members with moderate to severe OSA without significant comorbidities (e.g.,CHF,

COPD, central sleep apnea or hypoventilation syndromes)

Note: Members being treated with fixed CPAP on the basis of APAP titration or being
treated with APAP must have close clinical follow-up to determine treatment
effectiveness and safety. This is especially important during the first few weeks
of PAP use.

3. A re-evaluation and, if necessary, a standard attended CPAP titration should be performedif
symptoms do not resolve or if the APAP treatment otherwise appears to lack efficacy

Respiratory Assist Devices (RAD/BiPAP) without Backup Rate

RAD/BiPAP without backup rate is covered for the first three months forthe diagnosis of

obstructive sleep apnea (OSA) when both of the following indications are met:

1. The member meets the above indications for CPAP

2. Asinglelevel CPAP device has beentried and provenineffectivebased on a therapeutictrial
conducted in either a facility or in a home setting according to the following defmnition:



Ineffective”is defined as documented failure to meet therapeutic goals using a CPAP during the
titration portion of a facility-based study or during home use despite optimal therapy (i.e., proper

mask selection and fitting and appropriate pressure settings)

Note: If RAD/BiPAP without backup rate is billed and criteria in #2 above is not met,
payment will be based on the allowance for the least costly medically appropriate
alternative, CPAP single level.

Hypoglossal Nerve Stimulation
Hypoglossal nerve stimulation is considered medically necessary when ALL of
the following criteria are met:
a. 22 years of age or older
b. AHI or RDI greater than or equal to 15 events per hour
c. Central or mixed apneas make up less than 25% of total AHI or RDI score
d. Body Mass Index (BMI) of 32 or less for Commercial or BMI of 35 or less for
Medicare Advantage
e. Absence of complete concentric collapse of the soft palate level during drug- induced
sleep endoscopy or tonsil size 3 or 4 per standardized tonsillar hypertrophy grading
scale
f. Failed treatment with CPAP as demonstrated by ANY of the following:
1. Claustrophobia from CPAP (requiring trial of multiple CPAP masks including
nasal pillows or nasal masks)
2. Inability to breathe through the nose
3. Pain or discomfort from CPAP (requiring trial of multiple CPAP masks including
nasal pillows or nasal mask)
4. User intolerance to CPAP (requiring trial of multiple CPAP masks includingnasal
pillows or nasal mask)

Respiratory Assist Devices (RAD/BiPAP) with backup rate
Use mcg: A-0994

New Insurance Services Division Members

One of the following indications must be met for continued coverage apply to new [Client]

members who own a CPAP/BiPAP machine:

a. A baseline diagnostic sleep study needs to be on file and available when requested.

b. If no baseline sleep study is available, a new sleep study must be done before
continuation of coverage.

CONCURRENT USE OF OXYGEN WITH PAP THERAPY
Concurrent use of oxygen with PAP therapy is covered when the member meets ALL of the
following indications:

1. The member must be in a “chronic stable state” (i.e. they are not experiencing an acute illness

or an exacerbation of their underlying disease).

2. The member must have a severe lung disease, such as chronic obstructive pulmonary disease,
diffuse interstitial lung disease, cystic fibrosis, bronchiectasis, widespread pulmonary neoplasm,
or hypoxia-related symptoms or findings that might be expected to improve with oxygen

therapy.
All co-existing diseases or conditions that can cause hypoxia must be treated.

e

4. The OSA must be sufficiently treated such that the underlying severe lung disease is unmasked.
This must be demonstrated before oxygen saturation results obtained during Polysomnography

are considered qualifying for oxygen therapy.

5. A qualifying oxygen saturation test may only occur during a titration polysomnographic study

(either split-night or stand-alone) if all of the following criteria are met:



a.  The titration is conducted over a minimum of two hours
b.  During titration, one of the following:

1. The AHI/RDI is reduced to less than or equal to an average of ten events per hour
2. If the initial AHI/RDI was less than an average of ten events per hour, the
titration demonstrates further reduction in the AHI/RDI

C. Nocturnal oximetry conducted for the purpose for oxygen reimbursement qualification
may only be performed after optimal PAP settings have been determined and the
beneficiary is using the PAP device at those settings

d.  The nocturnal oximetry conducted during the PSG demonstrates oxygen saturation

< 88% for five minutes total (which need not be continuous)

CONTINUED COVERAGE:

Continued coverage of a PAP or RAD/BIPAP device beyond the first three months of therapy is
covered for those members diagnosed with OSA whose OSA improves as a result of CPAP during
the three-month period as follows:

PAP Devices (Meets all indications)

1. The treating physician has conducted a clinical re-evaluation and documents that the member’s
symptoms of obstructive sleep apnea are improved no sooner than the 61st day but no later than
the 91st day after initiating therapy,

2. There is objective evidence of member adherence to therapy (use of the PAP device), reviewed
by the treating physician.

Note: Adherence to therapy is defined as use of PAP > four hours per night on 70% of nights
during a consecutive 30 days period anytime during the first three months of initial usage.

RAD/BiPAP_(Meets all indications)

1. If a CPAP device is tried and found ineffective during the initial three months home trial,
substitution of a RAD does not require a new initial face-to-face clinical evaluation or a
new sleep test.

2. If a CPAP device has been used for more than three months and the member is switched to a
RAD, a new initial face-to-face clinical evaluation is required, but a new sleep test is not
required. A new three months trial would begin for use of the RAD.

CHANGING from CPAP to RAD/BiPAP WITHOUT BACK UP RATE DUE TO
INEFFECTIVE THERAPY WHILE ON CPAP (either during a facility-based titration or in the
home setting)

The treating physician must document ALL the following issues were addressed prior to

changing to a RAD without back-up device:

1. Interface fit and comfort. An appropriate interface has been properly fit and the beneficiary is
using it without difficulty. This properly fit interface will be used with the RAD withoutback
up rate device

2. CPAP pressure settings. The current pressure setting of the CPAP prevents the beneficiary
from tolerating the therapy and lower pressure settings of the CPAP were tried but failed tohelp
ANY of the following:

a) Adequately control the symptoms of OSA
b) Improve sleep quality
c) Reduce the AHI/RDI to acceptable levels.

ACCESSORIES
1. Accessories used with a PAP device are covered when the coverage criteria for the PAP device
are met.

2. For the usual maximum number of accessories expected to be medically necessary, refer to the



coding section of this policy.
3. Once PAP devices are approved for purchase, no further documentation of use is required to

obtain accessories

Codes:

CPT Codes / HCPCS Codes / ICD-10 Codes

Code Description

61866 Neurostimulator procedure Skull and central nerves

61888 provider reincises the skin over a direct or inductive coupling cranial pulse
generator or receiver in a subcutaneous pocket and revises or removes it.

64568 Neurostimulator procedure on peripheral nerves

64569 replaces or revises a vagus nerve electrode array and its connections to an
existing pulse generator.

64570 removes a vagus nerve electrode array and existing pulse generator

64582 Open implantation of hypoglossal nerve stimulator array, pulse generator, and
distal respiratory sensor electrode array

64583 Revision or replacement of hypoglossal nerve stimulator array and distal

respiratory sensor electrode or electrode array including connections to existing
pulse generator

64584 Removal of hypoglossal nerve stimulator array pulse generator and distal
respiratory sensor electrode or electrode array

64585 revises or removes a neurostimulator electrode array on a peripheral
nerve, the portion of the nervous system lying outside the brain and
spinal cord.

94660 CPAP initiation and management

95811 Sleep Medicine Testing

95970 Electronic analysis of previously implanted neurostimulator to assess function

95976 Analysis of cranial nerve neurostimulator and makes simple programming
adjustments

95977 Analysis of cranial nerve neurostimulator and makes complex programming
adjustments

C1767 Generator, Neurostimulator (implantable) non-rechargeable

C1778 Lead for implantable neurostimulator

C1787 Patient programmer for neurostimulator

E0601 Continuous Airway Pressure (CPAP) device

E0470 Respiratory assist device (RAD), bi-level pressure (BiPAP) capability, without

backup rate feature, used with noninvasive interface, e.g., nasal or facial mask
(intermittent assist device with continuous positive airway pressure device)

E0471 Respiratory assist device (RAD), bi-level pressure (BiPAP) capability, with
backup rate feature, used with noninvasive interface, e.g., nasal or facial mask
(intermittent assist device with continuous positive airway pressure device)

K1001 Electronic positional obstructive sleep apnea treatment, with sensor, includes
all components and accessories, any type



L8680 Implantable neurostimulator electrode, each

L8681 Patient programmer (external) for use with implantable programmable
neurostimulator pulse generator , replacement only

L8688 Implantable neurostimulator pulse generator, dual array, non-rechargeable,

include extension
ICD 10 codes

G47.30 Sleep apnea unspecified

G47.31 Primary central sleep apnea

G47.33 Obstructive sleep apnea

G47.37 Central sleep apnea in conditions elsewhere classified

Not Covered for the Diagnosis of OSA

E0471 Respiratory assist device (RAD), bi-level pressure (BiPAP) capability, with
backup rate feature, used with noninvasive interface, e.g., nasal or facial mask

(intermittent assist device with continuous positive airway pressure device)

Covered PAP Accessories Maximum Number Allowed

A4604 | Tubing with integrated heating element for use 1 per 3 months
with positive airway pressure device
A7027 | Combination oral/nasal mask, used with 1 per 3 months
continuous positive airway pressure device, each
A7028 | Oral cushion for combination oral/nasal mask, 2 per 1 month
replacement only, each
A7029 | Nasal pillows for combination oral/nasal mask, 2 per 1 month
replacement only, pair
A7030 | Full face mask used with positive airway pressure 1 per 3 months
device, each
A7031 | Face mask interface, replacement for full face 1 per I month
mask
A7032 | Cushion for use on nasal mask interface, 2 per 1 month
replacement only, each
A7033 | Pillow for use on nasal cannula type interface, 2 per 1 month
replacement only, pair
A7034 | Nasal interface (mask or cannula type) used with 1 per 3 months
positive airway pressure device, with or without
head strap
* A7035 | Headgear used with positive airway pressure 1 per 6 months
device
* A7036 | Chinstrap used with positive airway pressure 1 per 6 months
Device
A7037 | Tubing used with positive airway pressure device 1 per 3 months
A7038 | Filter, disposable, used with positive airway 2 per 1 month
pressure device
* A7039 | Filter, non-disposable, used with positive airway 1 per 6 months
pressure device
A7044 | Oral interface used with positive airway pressure No limitations
device, each




A7045 | Exhalation port with or without swivel used with No limitations
accessories for positive airway devices,
replacement only

A7046 | Water chamber for humidifier, used with positive 1 per 6 months
airway pressure device, replacement, each

E0561 | Humidifier, non-heated, used with positive airway No limitations
pressure device

E0562 | Humidifier, heated, used with positive airway No limitations

pressure device

VI. Procedures

None

VII. References/Citations

1. Centers for Medicare and Medicaid Services (CMS). National Coverage Determination
(NCD) Continuous Positive Airway Pressure (CPAP) Therapy for Obstructive Sleep

Apnea(OSA) 240.4 Effective Date 3/13/2008. NCD - Continuous Positive Airway Pressure
(CPAP) Therapy For Obstructive Sleep Apnea (OSA) (240.4) (cms.gov)

2. Centers for Medicare and Medicaid Services (CMS). Local Coverage Determination
(LCD) Hypoglossal Nerve Stimulation for the Treatment of Obstructive Sleep Apnea
L38528. Revision Effective Date 4/28/2022 Contractor : Wisconsin Physician Service
Insurance Corporation LCD - Hypoglossal Nerve Stimulation for the Treatment of Obstructive
Sleep Apnea (L38528) (cms.gov)

3. Certal, V. F., Zaghi, S., Riaz, M., Vieira, A. S., Pinheiro, C. T., Kushida, C., Capasso,

R., & Camacho, M. (2015). Hypoglossal nerve stimulation in the treatment of
obstructive sleep apnea: A systematic review and meta-analysis. The
Laryngoscope, 125(5), 1254—1264. https://doi.org/10.1002/lary.25032

4. Costantino, A., Rinaldi, V., Moffa, A., Luccarelli, V., Bressi, F., Cassano, M., Casale, M., &
Baptista, P. (2020). Hypoglossal nerve stimulation long-term clinical outcomes: a systematic
review and meta-analysis. Sleep & breathing = Schlaf & Atmung, 24(2), 399-411.
https://doi.org/10.1007/s11325-019-01923-2

5. Osman, A. M., Carter, S. G., Carberry, J. C., & Eckert, D. J. (2018). Obstructive sleepapnea:
current perspectives. Nature and science of sleep, 10, 21-34.
https://doi.org/10.2147/NSS.S124657

6. Pinto, V.L. & Sharma, S. (2021, July 31). Continuous Positive Airway Pressure. StatPearls.
Continuous Positive Airway Pressure - StatPearls - NCBI Bookshelf (nih.gov)

7. Shetty, S., & Parthasarathy, S. (2015). Obesity Hypoventilation Syndrome. Current
pulmonology reports, 4(1), 42—-55. https://doi.org/10.1007/s13665-015-0108-6

8 Virk, J. S., & Kotecha, B. (2016). When continuous positive airway pressure (CPAP)
fails. Journal of thoracic disease, §(10), E1112-E1121. https://doi.org/10.21037/jtd.2016.09.67

VIII. Forms/Appendices

None

IX.  Responsibility
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Medical Director

This Policy is proprietary and confidential. No part of this Policy may be disclosed in any manner
to a third party without the prior written consent of IU Health Plans, Inc.



