[bookmark: _GoBack][Sample Medicare Coverage Request Template]

Important Notice: [Delete this notice from final site-specific letter]
[bookmark: OLE_LINK1][bookmark: OLE_LINK2]Category-B IDE coverage requirements vary by local Medicare Administrative Contractor (MAC). The template following the letter provides a baseline example of contractor notification requirements; additional locally required items often include copies of fee agreements, informed consents, IRB approvals, procedure codes, journal articles, etc. See the document in attached file titled “NGS Instructions” for specific local Medicare carrier instructions for your state.   

Note: Bracketed [blue font] instructions are used by site personnel to create a site-specific Medicare Coverage request letter. Follow these instructions, and:
1. Insert site-specific information and convert back to black font
2. Delete this note and any remaining blue-font bracketed notes
3. Print on organizational letterhead and obtain signature of the Investigator


[Insert Date]


[Insert Full Name of Medical Director], M.D.
Contractor Medical Director
[Insert Street Address; 
Mail-stop/Department; 
City, St, Zip]


Re: Notification of Participation in and Coverage Request for Category [insert category] IDE study

Dear Dr. [Insert Last Name of Medical Director],

I am an investigator participating in the [Insert device trial name]. [Insert device name] is a FDA approved Investigational Device Exemption (IDE) clinical study, [insert IDE number], sponsored by [insert Sponsor Name]. I am writing to notify you of my participation in the trial and to request coverage to enroll Medicare and Medicaid beneficiaries in this trial.  Patients enrolled in the study will meet CMS commercial indications for [insert indications] medical necessity coverage criteria for our state. 

The [insert device trial name] trial is a [insert description of the device trial].  The purpose of the [insert device trial name] clinical investigation is to [insert trial purpose]. The study will test [insert trial objective]. The study design is a [insert description of study design].
   

For purposes of Medicare coverage, the FDA has designated the [insert name of device trial] IDE Category [insert category].The clinical study protocol allows for enrollment of a maximum of [insert max number of patients] patients at [insert number of US sites] investigative sites in the United States.  

We anticipate enrollment of up to [XX] patients at our institution, of which approximately [insert % of patients that will be Medicare beneficiaries] percent of the patients are expected to be Medicare beneficiaries. The procedures will be performed at [Insert facility's name, location, and facility NPI number number]. The Principal Investigator will be myself, Insert PI name, address, and PI NPI number number].

Attached are supporting statements and information fulfilling Medicare’s contractor notification requirements for your review. If you have any questions or need additional information, please contact me at [Insert physician's phone number, and email address]. 

Thank you for your consideration of this request. I look forward to hearing from you.


Sincerely,



[Insert Physician's full name]
[Insert Physician's NPI number]

For Facility submission: please submit appropriate Signatory
[Insert Facility full name]
[Insert Facility's NPI number]



Enclosures ([Insert #])



Medicare Contractor Notification Requirements


1. A copy of the FDA-approval letter provided to the sponsor or manufacturer of the device.

  

2. The name of the device both trade, common or usual, and classification name.

[bookmark: _Toc353547015][bookmark: _Toc353789554][bookmark: _Toc353789791][bookmark: _Toc353790630][bookmark: _Toc362533752]Trade name: 					Model numbers: 
 
[bookmark: _Toc455534720][bookmark: _Toc74028255][bookmark: _Toc94685248][bookmark: _Toc353547022][bookmark: _Toc353789561][bookmark: _Toc353789798][bookmark: _Toc353790637][bookmark: _Toc362533759]Regulatory Status [insert a summary on the current regulatory status of the device]


Common name: 
Classification: 

3. Any action taken to conform to any applicable IDE special controls.


4. A narrative description of the device sufficient to make a payment determination.

[bookmark: _Toc340310786][bookmark: _Toc340475262][bookmark: _Toc341087584]  
				
5. A statement indicating how the device is similar to and/or different from other comparable products.



6. Indication of whether the device will be billed on an inpatient or outpatient claim.


 
7. A brief summary of the study design or a copy of the actual trial protocol.

Please see attached copy of the full protocol for details of the study. 

8. The provider's protocol for obtaining informed consents for beneficiaries participating in the clinical trial.

[Insert a description or enclose a copy of the site procedure for obtaining informed consents.] 

9. [Other locally-required information.] 

[Insert a description of the additional locally-required items provided.]
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