INBONE® Total Ankle Replacement Device
Letter of Medical Necessity 
(date)

(Insurance Company Name)

(Address)

(City), (State)  (Zip)
Re:  (Patient Name)

        (Insured’s ID#)

        (Date of Service)
        CPT Code:  27702

         HCPCS Codes:  C1776, L8699


To Whom It May Concern:

I am writing to provide medical necessity information in reference to the above-referenced patient.  

PATIENT'S MEDICAL HISTORY AND TREATMENT RATIONALE

[Insert patient's case history, patient's condition; clinical course prior to treatments, and the treatment rationale explaining why this procedure was chosen for this particular patient over alternatives. Specifically, why TAR is preferred over a fusion for this patient.Include experience with the procedure.]

PRODUCT AND PROCEDURE DESCRIPTION
The purpose of this letter is to provide Medical Necessity information for a Total Ankle Replacement procedure, also known as total ankle arthroplasty, utilizing the INBONE™ Total Ankle System.  
Total ankle arthroplasty is indicated for patients with ankle joints damaged by severe rheumatoid, post-traumatic or degenerative arthritis.
  For patients with these conditions, the alternative treatment to ankle arthroplasy is ankle arthrodesis, fusing together the ankle bones to prevent painful movement. Total ankle arthroplasty, however,  is intended to maintain mobility yet reduce pain by restoring alignment and replacing the flexion and extension movement in the ankle joint. Of note, The American Orthopaedic Foot and Ankle Society has published a position statement regarding total ankle arthroplasty, stating in part, “Total ankle arthroplasty is a viable option for the treatment of ankle arthritis.”

While TAR is not a new procedure, the INBONE™ Total Ankle System is a significant advancement over the previous generation of implants, with excellent clinical outcomes. The INBONE Total Ankle received FDA clearence in November 2005, and closely matches the natural anatomical shape of the human ankle.  In addition, this device provides longer tibial and talar stems for better fixation and stability than any other ankle prosthesis in the U.S. market. It is the only intramedullary alignment system in total ankle prostheses.  Intramedullary alignment systems have improved results and longevity in total knee implants. 
To assist in your review, enclosed you will find several clinical journal articles detailing the clinical performance of TAR procedures as well as studies, cost analysis and comparisons of ankle arthroplasty vs ankle arthrodesis.
As (insert patient’s name) meets the patient selection criteria and has not responded favorably to other measures, I  recommend Total Ankle Replacement utilizing theINBONE™ Total Ankle System. Based on the patient's medical history and other pertinent medical information contained in this letter, the procedure is medically necessary. I therefore request confirmation that this therapy is a covered benefit.
Thank you for your review of this information and for your coverage consideration.  Please feel free to contact me directly should you require any additional information.

Sincerely,

(Physician’s Name)

(Address)

(City), (State)  (Zip)

(Phone Number)
� U.S. Food and Drug Administration. 510(k) No. K051023, November 15, 2005.	


� AOFAS Position Statement: Total Ankle Arthroplasty.  Available on the Internet at: http://www.aofas.org/scripts/4disapi.dll/4DCGI/cms/review.html?Action=CMS_Document&DocID=17&MenuKey=# 





