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TCAR Medicare Advantage Payer Post Denial Appeal Template Letter B3 Indication:
This is a sample template for appealing a denial of coverage for the TCAR procedure for NCD 20.7 Concurrent with Carotid Stent Placement B3 indication

Instructions for completing the letter:
· Review the denial letter to understand the specific reason for denial and the options and timelines for appeal.
· Tailor the appeal letter to the patient’s condition and clinical history as well as any specific high risk (physiological or anatomic characteristics) or standard risk payer requirements. Ensure that all information provided is accurate and the medical necessity of the procedure is clearly documented in the patient’s medical record.
· Customize the fields highlighted in yellow.
· Optional Links include FDA approval/clearance notifications for the ENROUTE® Transcarotid Stent System and Transcarotid Neuroprotection System. 7-8
· Optional enclosed CMS approval letters for standard- and high-risk patients.
· Print the letter on your business letterhead.
· Make copies of everything submitted to the payer. Regularly follow up to ensure timely resolution of the appeal. Document your phone calls and interactions with the payer, including date, time, and name of contact person. Obtain reference numbers for your calls.

Reimbursement Support
For reimbursement assistance, please contact the Boston Scientific PI Reimbursement team:
· Email: VT.Reimbursement@bsci.com 
· Website: Peripheral Vascular - Reimbursement - Boston Scientific


Boston Scientific provides this template for physicians and providers to complete; it is not meant to be used as a form letter. 
ENROUTE Transcarotid Stent System
INTENDED USE/INDICATIONS FOR USE The ENROUTE® Transcarotid Stent System used in conjunction with the ENROUTE Transcarotid Neuroprotection System (NPS) is indicated for the treatment of patients at high risk and standard risk for adverse events from carotid endarterectomy, who require carotid revascularization and meet the criteria outlined below: High Risk | Standard Risk With neurological symptoms: ≥ 50% stenosis of the common or internal carotid artery by ultrasound or angiogram | ≥ 70% stenosis of the common or internal carotid artery by ultrasound or ≥ 50% stenosis of the common or internal carotid artery by angiogram Without neurological symptoms: ≥ 80% stenosis of the common or internal carotid artery by ultrasound or angiogram | ≥ 70% stenosis of the common or internal carotid artery by ultrasound or ≥ 60% stenosis of the common or internal carotid artery by angiogram Reference vessel diameter: Must be within 4.0 mm – 9.0 mm at the target lesion Carotid bifurcation location: Minimum 5 cm above the clavicle to allow for placement of the ENROUTE Transcarotid NPS 

ENROUTE Transcarotid Neuroprotection System
INTENDED USE/INDICATIONS FOR USE The ENROUTE Transcarotid Neuroprotection System (ENROUTE Transcarotid NPS) is intended to provide transcarotid vascular access, introduction of diagnostic agents and therapeutic devices, and embolic protection during carotid artery angioplasty and stenting procedures for patients diagnosed with carotid artery stenosis and who have appropriate anatomy described below: • Adequate femoral venous access • Common carotid artery reference diameter of at least 6 mm • Carotid bifurcation is a minimum of 5 cm above the clavicle as measured by duplex Doppler ultrasound (DUS) or computerized axial tomography (CT) angiography or magnetic resonance (MR) angiography. 

IMPORTANT INFORMATION
Health economic and reimbursement information provided by Boston Scientific Corporation is gathered from third-party sources and is subject to change without notice as a result of complex and frequently changing laws, regulations, rules, and policies. This information is presented for illustrative purposes only and does not constitute reimbursement or legal advice. Boston Scientific encourages providers to submit accurate and appropriate claims for services. It is always the provider’s responsibility to determine medical necessity, the proper site for delivery of any services, and to submit appropriate codes, charges, and modifiers for services rendered. It is also always the provider’s responsibility to understand and comply with Medicare national coverage determinations (NCD), Medicare local coverage determinations (LCD), and any other coverage requirements established by relevant payers which can be updated frequently. Boston Scientific recommends that you consult with your payers, reimbursement specialists, and/or legal counsel regarding coding, coverage, and reimbursement matters.

Boston Scientific does not promote the use of its products outside their FDA-approved label. Payer policies will vary and should be verified prior to treatment for limitations on diagnosis, coding, or site of service requirements. All trademarks are the property of their respective owners.
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Date]

[Payer Name]
[Payer Address]
[City, State, Zip Code]
[Payer Phone Number]
[Payer Email Address – if known]

Subject: Appeal of Denial for TransCarotid Artery Revascularization (TCAR) - [Patient Name] - [Patient ID #] - Claim/Reference Number: [Insert Claim/Reference Number Here]
Dear [Payer Contact Person Name or "Claims Department"],

This letter is to formally appeal the denial of coverage for the TransCarotid Artery Revascularization (TCAR) procedure performed on [Patient Name] on [Date of Service]. The claim was initially denied with the reason stated as: "[Clearly state the reason for denial as provided by the payer]".

We believe this denial is in error and respectfully request a thorough review of this case. The TCAR procedure was medically necessary for [Patient Name] and was performed in accordance with accepted medical standards. We assert that this denial is incorrect as the TCAR procedure is covered by Medicare under NCD 20.7 for individuals participating in FDA-approved post-approval studies, and [Patient Name] was a participant in the SVS VQI TransCarotid Revascularization Surveillance Project (VQI-TCAR).

Patient Information
· Patient Name: [Patient Name]
· Patient ID #: [Patient ID Number]
· Date of Birth: [Patient Date of Birth]
· Group #: [Patient Group Number]
· Policy Holder (if different): [Name of Policy Holder]

Rationale for Appeal and Request for Coverage
We contend that the denial of coverage is not consistent with applicable Medicare guidelines and the patient's participation in a qualifying study. Specifically, we would like to highlight the following points:
· Medicare Advantage Coverage Obligation: As a Medicare Advantage plan, [Payer Name] is obligated to adhere to National Coverage Determinations (NCDs) issued by the Centers for Medicare & Medicaid Services (CMS).1 This includes NCD 20.7, titled Percutaneous Transluminal Angioplasty (PTA).2 According to Chapter 4, Section 90 of the Medicare Managed Care Manual, you are required to comply with these NCDs.1
· Coverage Under NCD 20.7 for FDA-Approved Post-Approval Studies: NCD 20.7, Section B3, specifically addresses the coverage of procedures performed as part of FDA-approved post-approval studies.2-4 [Patient Name] was a participant in the SVS VQI TransCarotid Revascularization Surveillance Project (VQI-TCAR), identified by ClinicalTrials.gov identifier NCT02850588. This study is sponsored by the Society for Vascular Surgery Patient Safety Organization.5
· [bookmark: _Hlk222995078]CMS Recognition and Confirmation: The VQI-TCAR study is listed on CMS’s website as an approved Carotid Artery Stenting (CAS) Investigational Study covered under Section B3 of NCD 20.7.6 We have attached documentation from the CMS website for your reference.
· Official CMS Communications: We would like to draw your attention to official communications from CMS that support the coverage of patients participating in the VQI-TCAR study. For instance:
· Letters from Dr. J. Chin, MD, MS, dated September 1, 2016, and May 31, 2022, explicitly state that "patients participating in the VQI-TCAR Surveillance Project are included in the currently covered population of patients participating in FDA-approved post approval studies (Pub. 100-3, 20.7, B3)."
· An email from Ms. S. Fulton, MHS, dated February 25, 2022, further confirms that Medicare Advantage plans are obligated to process and pay claims for studies covered by NCD 20.7. Copies of these CMS communications are enclosed for your review.

Supporting Documentation Enclosed
Please find enclosed the following documents to support this appeal:

· [Copy of the original denial notice]
· [Medical records related to the TCAR procedure, including physician notes indicating medical necessity]
· [CMS documentation, including NCD 20.7, and relevant communications (e.g., email from Ms. Fulton)]
· [Any other relevant documentation, e.g., patient enrollment confirmation in the study]

Based on the patient's participation in a recognized FDA-approved post-approval study and the clear coverage mandate outlined in NCD 20.7 for Medicare Advantage plans, we respectfully request that you reconsider your denial and approve coverage for the medically necessary TCAR procedure performed on [Patient Name] at [Hospital Name].

We kindly request a prompt and thorough review of this appeal. Please reprocess the denied claim and remit payment for the services provided and billed.

Thank you for your time and attention to this important matter. Please do not hesitate to contact me at [Your Phone Number] or [Your Email Address] if you require any further information or clarification.

[bookmark: _Hlk223074965]
Sincerely,

[Your Name/Name of Representative]
[Your Title/Relationship to Patient]
[Your Organization/Hospital Name]
[Your Phone Number]
[Your Email Address]
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