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, Positive Airway Pressure (PAP) Devices
Healthcare Solutions

Reference: L33718, A52467

PAP Devices E0470, E0471, E0601

O Face-to-Face Examination (F2F)

O Written Order Prior to Delivery (WOPD)

All PAP Accessories and Supplies
O Dispensing Order, if applicable
O Detailed Written Order (DWO)

O Refill Requirements

All PAP Devices, Accessories, and Supplies
O Beneficiary Authorization
O Proof of Delivery (POD)

[0 Method 1 - Direct Delivery to the Beneficiary by the Supplier
The date the beneficiary/designee signs for the supplies is to be the date of service of the claim.

O Method 2 - Delivery via Shipping or Delivery Service
The shipping date is to be the date of service of the claim.

O Continued Need
O Continued Use
Medical Records

Initial Coverage (First 3 Months)
Positive Airway Pressure Device - E0601

0 Medical records document:
[0 F2F prior to the sleep test to assess the patient for obstructive sleep apnea (OSA); and
[0 Medicare-covered sleep test that meets either:

O Apnea-hypopnea index (AHI) or Respiratory Disturbance Index (RDI) > 15 events per hour with a
minimum of 30 events; or

O AHI or RDI = 5 and < 14 events per hour with minimum 10 events and documentation of:
O Excessive daytime sleepiness, impaired cognition, mood disorders, or insomnia; or
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O Hypertension, ischemic heart disease, or history of stroke, and

O Documentation the beneficiary and/or their caregiver has received instruction from the supplier of the
PAP device in the proper use and care of the equipment.

Documentation for Beneficiaries Who Fail the Initial 12 Week Trial
[0 F2F re-evaluation to determine the etiology of the failure to respond to PAP therapy; and

O Repeat sleep test in a facility-based setting (Type 1 study).
Bi-level Respiratory Assist Device (RAD) without Back-up Rate (E0470)

[0 Medical records document:
O Beneficiary meets all the criteria listed above for a positive airway pressure device (E0601); and

O An E0601 PAP device has been tried and proven ineffective based on a therapeutic trial conducted in
either a facility or home setting.

O Documented failure to meet therapeutic goals using an EO601 during the titration portion of a
facility-based study or during home use despite optimal therapy

O A new initial F2F if E0601 has been used for more than 3 months and the beneficiary switched to
E0470 (a new sleep test is not required)
PAP - Continued Coverage (Beyond the First 3 Months of Therapy)

[0 Documentation the beneficiary is benefiting from PAP therapy as demonstrated by:

O F2F re-evaluation by the treating physician between the 31st and 91st day after initiating therapy
documenting that symptoms of OSA are improved; and

[0 Objective evidence of adherence to use of the PAP device reviewed by treating physician.

O Adherence is defined as use of the PAP device > 4 hours per night on 70% of nights during a
consecutive 30 day period anytime during the first 3 months of initial use

Beneficiaries Entering Medicare

[0 Sleep test — Documentation the beneficiary had a sleep test, prior to FFS Medicare enrollment, that meets
Medicare AHI/RDI coverage criteria in effect at the time the beneficiary seeks replacement PAP device
and/or accessories; and

O Clinical Evaluation — Following enrollment in FFS Medicare, the beneficiary must have a F2F
which documents:

O Diagnosis of OSA; and

O The beneficiary continues to use the PAP device.
Replacement (E0601, E0470)

O Replacement following the 5 year reasonable useful life (RUL) requires a F2F that documents the
beneficiary continues to use and benefit from the PAP device

Non-Heated or Heated Humidifier (E0561, E0562)
O Beneficiary meets PAP coverage criteria

O Detailed written order includes the type of humidification




Billing Reminders

For the first through third months of coverage, the KX modifier must be added to all codes for PAP
equipment and supplies only if all PAP coverage criteria are met.

For the fourth month’s claim and any month thereafter, the KX modifier must be added to all codes for PAP
equipment and supplies only if both the initial coverage and continuous coverage criteria have been met.

A supplier can choose to hold claims for the fourth and succeeding months pending receipt of information
from the treating physician that the beneficiary is demonstrating improvement in their OSA symptoms
and is adhering to PAP therapy and then submit them with the KX modifier if continued coverage criteria
is met.

If the supplier chooses to hold claims for the fourth and succeeding months but learns that the beneficiary
was evaluated after the 91st day and is adhering to therapy, those claims can be submitted with the KX
modifier but only for dates of service following the clinical re-evaluation.

If all the coverage criteria have not been met, the GA modifier must be added to the code(s) if a valid ABN
has been obtained or a GZ modifier if a valid ABN has not been obtained.

The ICD code for OSA must be included on all claims for PAP devices and supplies.

A bi-level PAP device with back-up rate (E0471) billed with a diagnosis of OSA will be denied as not
reasonable and necessary.
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	Text22: • Beneficiary name

• Delivery address

• Detailed description of item(s) delivered

• Quantity delivered

• Date delivered

• Beneficiary/designee signature
	Text23: • For items obtained in-person at a retail store, the signed delivery/sales receipt is sufficient documentation of a request for refill

• For items that are delivered to the beneficiary, documentation of a request for refill is required. The refill request must occur and be documented before shipment. 
A retrospective attestation statement by the supplier or beneficiary is not sufficient. The refill record must include:

• Beneficiary's name or authorized representative if different than the beneficiary

• Description of each item being requested

• Date of refill request

• For consumable supplies, the quantity of each item that the beneficiary still has remaining

• For non-consumable supplies, the functional condition of the item(s) being refilled in sufficient detail to demonstrate the cause of the dysfunction that necessitates replacement (refill)

• Contact was made with the beneficiary/designee within 14 days prior to the delivery/shipping date

• The item(s) were delivered no sooner than 10 days prior to the end of usage
	Text24: • Beneficiary name                

• Physician name 

• Date of the order and start date (if different from date of order)

• Detailed description of the item(s)        

• Physician signature and signature date
 
Items provided on a Periodic Basis
• Item(s) to be dispensed            

• Dosage or concentration (if applicable)

• Route of Administration (if applicable)    

• Frequency of use

• Duration of infusion (if applicable)        

• Quantity to be dispensed

•  Number of refills (if applicable)
	Text25: • Description of the item(s)       

• Beneficiary name

• Physician name                

• Date of the order and the start date (if applicable)

• Physician signature (if written order) or supplier signature (if verbal order)
	Button26: 
	Button28: 
	Button29: 
	Button30: 
	Text21: The beneficiary’s medical records must reflect the need for the item provided and can include the physician's office records, hospital records, nursing home records, 
home health agency records, records from other healthcare professionals and test reports. These records are not routinely submitted but must be available upon request. Therefore, while it is not a requirement, it is a recommendation that suppliers obtain and review the appropriate medical records and maintain a copy in the beneficiary’s file.
	Button31: 
	Button51: 
	Text38: • Beneficiary name

• Delivery address

• Package ID number/Invoice number or alternative method that links delivery documents to delivery service records

• Detailed description of item(s) delivered

• Quantity delivered

• Date delivered

• Evidence of delivery
	Button1: 
	Button2: 
	Text3: • A properly completed CMN or DIF with an appropriate length of need specified or

• A recent order by the treating physician for refills or

• A recent change in prescription or

• Timely documentation in the beneficiary’s medical record showing usage of the item
	Text4: • Timely documentation in the beneficiary’s medical record showing usage of item, related option/accessories and supplies or 

• Supplier records documenting the request for refill/replacement of supplies in compliance with the Refill Documentation Requirements (This is deemed to be sufficient to document continued use for the base item, as well) or

• Supplier records documenting beneficiary confirmation of continued use of a rental item
	Button3: 
	Button4: 
	Button6: 
	Text7: A beneficiary signed CMS 1500 claim form or a supplier generated document whereby the beneficiary requests payment of authorized Medicare benefits for any services furnished by or in (name of supplier) and authorizes any holder of medical or other information to release to Medicare and its agents any information needed to determine these benefits or benefits for related services.
	Text8: • Treating physician must have in-person exam with beneficiary within six months prior to WOPD

• Exam documents that the beneficiary was evaluated/treated for a condition that supports need for item 

• Date of F2F must be on or before date of written order and no more than six months prior to written order

• Date of F2F must be on or before date of delivery

• Date stamp indicating supplier’s date of receipt of F2F on or before date of delivery
	Text9: • Beneficiary Name                

• Physician name

• Date of the order and the start date (if applicable)

• Detailed description of item(s)
        
• Prescribing practitioner’s NPI    

• Physician signature             

• Signature date

• Date stamp indicating supplier’s date of receipt for WOPD on or before date of delivery
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