
Rapid Reimbursement Checklist 
BIPAP RESPIRATORY     

ASSIST DEVICES  (RAD) 

Documentation Required: 

 Verbal or Preliminary Written Order     Detailed Written Order     Written Order Prior to Delivery     

 CMN     Test Results     Sleep Study     Support Surface Form (prior to delivery)   

 Other Documentation: 

  

 
Coverage Criteria: 
 
GENERAL:  
 
FIO2 is the fractional concentration of oxygen delivered to the patient for inspiration. For the purpose of this policy, 
the patient’s prescribed FIO2 refers to the oxygen concentration the patient normally breathes when not 
undergoing testing to qualify for coverage of a Respiratory Assist Device (RAD). That is, if the patient does not 
normally use supplemental oxygen, their prescribed FIO2 is that found in room air. 
 
FEV1 is the forced expired volume in 1 second.  
 
FVC is the forced vital capacity. 
 
A polysomnogram (PSG) is the continuous and simultaneous monitoring and recording of various physiological 
and pathophysiological parameters of sleep with physician review, interpretation, and report. It must include sleep 
staging, which is defined to include a 1-4 lead electroencephalogram (EEG), and electro-oculogram (EOG), and a 
submental electromyogram (EMG). It must also include at least the following additional parameters of sleep: 
airflow, respiratory effort, and oxygen saturation by oximetry. It may be performed as either a whole night study for 
diagnosis only or as a split night study to diagnose and initially evaluate treatment. For the purpose of this policy, 
the polysomnogram must be performed in a sleep study laboratory, and not in the home or in a mobile facility. It 
must comply with all applicable state regulatory requirements. 
 
Central sleep apnea (CSA) is defined as: 

1. An apnea-hypopnea index (AHI) greater than 5, and  
2. Central apneas/hypopneas greater than 50% of the total apneas/hypopneas, and 
3. Central apneas or hypopneas ≥ 5 times per hour, and 
4. Symptoms of either excessive sleepiness or disrupted sleep. 

Complex sleep apnea (CompSA) is a form of central apnea specifically identified by the persistence or emergence 
of central apneas or hypopneas upon exposure to CPAP or an E0470 device when obstructive events have 
disappeared. These patients have predominately obstructive or mixed apneas during the diagnostic sleep 
study occurring at ≥ 5 times per hour. With use of a CPAP or E0470, they show a pattern of apneas and 
hypopneas that meets the definition of CSA described above. 

Apnea is defined as the cessation of airflow for at least 10 seconds. 

 

Hypopnea is defined as an abnormal respiratory event lasting at least 10 seconds associated with at least a 30% 

reduction in thoracoabdominal movement or airflow as compared to baseline, and with at least a 4% decrease in 

oxygen saturation. 

 

The apnea-hypopnea index (AHI) is defined as the average number of episodes of apnea and hypopnea per hour 

of sleep without the use of a positive airway pressure device. 

 

R01A.1



Rapid Reimbursement Checklist 
BIPAP RESPIRATORY  

ASSIST DEVICES (RAD) 

If the AHI is calculated based on less than 2 hours of continuous recorded sleep, the total number of recorded 
events used to calculate the AHI must be at least the number of events that would have been required in a 2-hour 
period (i.e., ≥10 events). 
 
For the purpose of this policy, the arterial blood gas, sleep oximetry study or polysomnogram may not be 
performed by a DME supplier. A DME supplier is not considered a qualified provider or supplier of these tests for 
purposes of this policy’s coverage and payment guidelines. This prohibition does not extend to the results of 
studies conducted by hospitals certified to do such tests.  
 
If there is discontinuation of usage of an E0470 or E0471 device at any time, the supplier is expected to ascertain 
this, and stop billing for the equipment and related accessories and supplies. 
 
 
INITIAL COVERAGE CRITERIA FOR E0470 And E0471 DEVICES FOR THE FIRST THREE MONTHS OF 
THERAPY: 
 
For an E0470 or an E0471 RAD to be covered, the treating physician must fully document in the patient’s medical 
record symptoms characteristic of sleep-associated hypoventilation, such as daytime hypersomnolence, excessive 
fatigue, morning headache, cognitive dysfunction, dyspnea, etc.  
 
A RAD (E0470, E0471) is covered for those patients with clinical disorder groups characterized as (I) restrictive 
thoracic disorders (i.e., neuromuscular diseases or severe thoracic cage abnormalities), (II) severe chronic 
obstructive pulmonary disease (COPD), (III) central sleep apnea (CSA) or complex sleep apnea (Comp SA), or 
(IV) hypoventilation syndrome, and who also meet the following criteria: 

I. Restrictive Thoracic Disorders:  
An E0470 or E0471 device is covered when criteria A – C are met.  

A. There is documentation in the patient’s medical record of a neuromuscular disease (for 
example, amyotrophic lateral sclerosis) or a severe thoracic cage abnormality (for 
example, post-thoracoplasty for TB). 

B. One of the following: 
a. An arterial blood gas PaCO2, done while awake and breathing the patient’s 

prescribed FIO2 is ≥ 45 mm Hg, or 

b. Sleep oximetry demonstrates oxygen saturation ≤ 88% for ≥ 5 minutes of 
nocturnal recording time (minimum recording time of 2 hours), done while 
breathing the patient’s prescribed recommended FIO2, or 

c. For a neuromuscular disease (only), either i or ii,  
i. Maximal inspiratory pressure is <60 cm H20, or 
ii. Forced vital capacity is <50% predicted. 

C. Chronic obstructive pulmonary disease does not contribute significantly to the patient’s 
pulmonary limitation. 

See CONTINUED COVERAGE CRITERIA FOR E0470 AND E0471 DEVICES BEYOND THE FIRST 
THREE MONTHS for information on more than three months use. 

II. Severe COPD:  
An E0470 device is covered if criteria A - C are met, 
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A. An arterial blood gas PaCO2, done while awake and breathing the patient’s prescribed FIO2, is ≥ 
52 mm Hg. 

B. Sleep oximetry demonstrates oxygen saturation ≤ 88% for ≥ 5 minutes of nocturnal recording time 
(minimum recording time of 2 hours), done while breathing oxygen at 2 LPM or the patient’s 
prescribed FIO2 (whichever is higher). 

C. Prior to initiating therapy, Obstructive Sleep Apnea (OSA) and treatment with a continuous 
positive airway pressure device (CPAP) has been considered and ruled out. 

 
If all of the above criteria for patients with COPD are met, an E0470 device will be covered for the first 
three months of therapy. 
 
If all of the above criteria are not met, E0470 and related accessories will be denied as not reasonable and 
necessary. 
 
An E0471 device will be covered for a patient with COPD in either of the two situations below, depending 
on the testing performed to demonstrate the need. 
 
Situation 1. For Group II patients (COPD) who qualified for an E0470 device, an E0471 started any time 
after a period of initial use of an E0470 device is covered if both criteria A and B are met. 

A. An arterial blood gas PaCO2, done while awake and breathing the patient’s prescribed FIO2, 
shows that the beneficiary’s PaCO2 worsens ≥7 mm HG compared to the original result from 
criterion A,(above). 

B. A facility-based PSG demonstrates oxygen saturation ≤88% for ≥5 minutes of nocturnal recording 

time (minimum recording time of 2 hours) while using an E0470 device that is not caused by 

obstructive upper airway events – i.e., AHI <5. (Refer to the Positive Airway Pressure Devices 

LCD for information about E0470 coverage for obstructive sleep apnea). 

Situation 2. For Group II patients (COPD) who qualified for an E0470 device, an E0471 device will be 
covered if, at a time no sooner than 61 days after initial issue of the E0470 device, both of the following 
criteria A and B are met: 

A. An arterial blood gas PaCO2 is done while awake and breathing the patient’s prescribed FIO2, still 
remains ≥ 52 mm Hg. 

B. Sleep oximetry while breathing with the E0470 device, demonstrates oxygen saturation ≤ 88% for 
≥ 5 minutes of nocturnal recording time (minimum recording time of 2 hours), done while breathing 
oxygen at 2 LPM or the patient’s prescribed FIO2 [whichever is higher]. 

 
If E0471 is billed but the criteria described in either situation 1 or 2 are not met, it will be denied as not 
reasonable and necessary. 
 
See CONTINUED COVERAGE CRITERIA FOR E0470 AND E0471 DEVICES BEYOND THE FIRST 
THREE MONTHS for information on more than three months use. 
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III. Central Sleep Apnea or Complex Sleep Apnea: 
An E0470 or E0471 device is covered when, prior to initiating therapy, a complete facility-based, attended 
PSG is performed documenting the following: (A and B) 

A. The diagnosis of central sleep apnea (CSA) or complex sleep apnea (CompSA); and 

B. Significant improvement of the sleep-associated hypoventilation with the use of an E0470 or 
E0471 device on the settings that will be prescribed for initial use at home, while breathing the 
patient’s prescribed FIO2. 

 
If all of the above criteria are met, either an E0470 or an E0471 device (based upon the judgment of the 
treating physician) will be covered for patients with documented CSA or CompSA for the first three months 
of therapy.  
 
If all of the above criteria are not met, then E0470 or E0471 and related accessories will be denied as not 
reasonable and necessary. 
 
See CONTINUED COVERAGE CRITERIA FOR E0470 AND E0471 DEVICES BEYOND THE FIRST 
THREE MONTHS for information on more than three months use 

IV. Hypoventilation Syndrome:  
An E0470 device is covered if criteria 1, 2, and either 3 or 4 are met.  

1. An initial arterial blood gas PaCO2, done while awake and breathing the patient’s 
prescribed FIO2, is ≥45 mm Hg. 

2. Spirometry shows an FEV1/FVC ≥70% and an FEV1 ≥50% of predicted. (Refer to II. 

SEVERE COPD (above) for information about device coverage for patients with 

FEV1/FVC <70% or FEV1 <50% of predicted). 

3. An arterial blood gas PaCO2, done during sleep or immediately upon awakening, and 
breathing the patient’s prescribed FIO2, shows the beneficiary's PaCO2 worsened ≥7 mm 
HG compared to the original result in criterion 1 (above).  

4. A facility-based PSG demonstrates oxygen saturation ≤88% for ≥5 minutes of nocturnal 

recording time (minimum recording time of 2 hours) that is not caused by obstructive 

upper airway events – i.e., AHI <5. (Refer to the Positive Airway Pressure Devices LCD 

for information about E0470 coverage for obstructive sleep apnea) 

If the above criteria are not met, E0470 and related accessories will be denied as not reasonable and 
necessary. 
 
An E0471 device is covered for a patient with hypoventilation syndrome if criteria A, B, and either C or D 
are met: 

A. A covered E0470 device is being used. 

B. Spirometry shows an FEV1/FVC ≥70% and an FEV1 ≥50% of predicted. (Refer to II. 
SEVERE COPD (above) for information about device coverage for patients with 
FEV1/FVC <70% or FEV1 <50% of predicted). 
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C. An arterial blood gas PaCO2, done while awake, and breathing the patient’s prescribed 
FIO2, shows that the beneficiary’s PaCO2 worsens ≥7 mm HG compared to the ABG 
result performed to qualify the patient for the E0470 device. 

D. A facility-based PSG demonstrates oxygen saturation ≤88% for ≥5 minutes of nocturnal 
recording time (minimum recording time of 2 hours) that is not caused by obstructive 
upper airway events – i.e., AHI <5 while using an E0470 device. (Refer to the Positive 
Airway Pressure Devices LCD for information about E0470 coverage for obstructive sleep 
apnea.) 

 
If the criteria above are not met, an E0471 device will be denied as not reasonable and necessary. 
 
See CONTINUED COVERAGE CRITERIA FOR E0470 AND E0471 DEVICES BEYOND THE FIRST 
THREE MONTHS for information on more than three months use. 

 
 
CONTINUED COVERAGE CRITERIA FOR E0470 AND E0471 DEVICES BEYOND THE FIRST THREE 
MONTHS OF THERAPY: 
 
Patients covered for the first three months of an E0470 or an E0471 device must be re-evaluated to establish the 
medical necessity of continued coverage by Medicare beyond the first three months. While the patient may 
certainly need to be evaluated at earlier intervals after this therapy is initiated, the re-evaluation upon which 
Medicare will base a decision to continue coverage beyond this time must occur no sooner than 61 days after 
initiating therapy by the treating physician. Medicare will not continue coverage for the fourth and succeeding 
months of therapy until this re-evaluation has been completed.  
 
There must be documentation in the patient’s medical record about the progress of relevant symptoms and patient 
usage of the device up to that time. Failure of the patient to be consistently using the E0470 or E0471 device for 
an average of 4 hours per 24 hour period by the time of the re-evaluation (on or after 61 days after initiation of 
therapy) would represent non-compliant utilization for the intended purposes and expectations of benefit of this 
therapy. This would constitute reason for Medicare to deny continued coverage as not reasonable and necessary.  
 
A signed and dated statement completed by the treating physician no sooner than 61 days after initiating use of 
the device, declaring that the patient is compliantly using the device (an average of 4 hours per 24 hour period) 
and that the patient is benefiting from its use must be obtained by the supplier of the device for continued 
coverage beyond three months.  
 
If the above criteria is not met, continued coverage of an E0470 or an E0471 device and related accessories will 
be denied as not reasonable and necessary. 
 

 
ACCESSORIES:  
 
The following table represents the usual maximum amount of accessories expected to be reasonable and 
necessary:  

A4604  1 per 3 months  

A7027  1 per 3 months  

A7028  2 per 1 month  
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A7029  2 per 1 month  

A7030  1 per 3 months  

A7031  1 per 1 month  

A7032  2 per 1 month  

A7033  2 per 1 month  

A7034  1 per 3 months  

A7035  1 per 6 months  

A7036  1 per 6 months  

A7037  1 per 3 months  

A7038  2 per 1 month  

A7039  1 per 6 months  

A7046  1 per 6 months  

 

Billing for quantities of supplies greater than those described in the policy as the usual maximum amounts, will be 
denied as not reasonable and necessary.  
 
The supplier must monitor the amount of supplies and accessories a patient is actually using and assure that the 
patient has nearly exhausted the supply on hand prior to dispensing any additional items. CMS’ Program Integrity 
Manual (Internet-Only Manual, CMS Pub. 100-8, Chapter 4, section 4.26.1) requires, “Contact with the beneficiary 
or designee regarding refills should take place no sooner than approximately 7 days prior to the delivery/shipping 
date. For subsequent deliveries of refills, the supplier should deliver the DMEPOS product no sooner than 
approximately 5 days prior to the end of usage for the current product.” 
 
Either a non-heated (E0561) or heated (E0562) humidifier is covered and paid separately when ordered by the 
treating physician for use with a covered E0470 or E0471 RAD. 

 

 

 

 

Source: 

Local Coverage Determination for Respiratory Assist Device 
http://www.cms.gov/medicare-coverage-database/license/cpt-
license.aspx?from=http*3a%24%2f%2fwww.cms.gov%2fmedicare-coverage- 
atabase%2findexes%2flcd- 
list.aspx%3fCntrctr%3d140%26ContrVer%3d2%26CntrctrSelected%3d140*2%26name%3dCGS%2bAdminis
trators%2c%2bLLC%2b(18003%2c%2bDME%2bMAC)%26LCntrctr%3d140*2%26s%3d53%26bc%3dAAICAAAAAAAA
%26&npage=/medicare-coverage-database/details/lcd-
details.aspx&LCDId=5023&ContrId=140&ver=60&ContrVer=2&CntrctrSelected=140*2&Cntrctr=140&n
ame=CGS+Administrators%2c+LLC+(18003%2c+DME+MAC)&LCntrctr=140*2&s=53&bc=AAICAAIAAAAA& 
  

 

Updated: 07/02/2012 
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