OnDose™ - SAMPLE APPEAL LMN 

Date

ATTN:

[Physician Name, M.D.]

                      [Institution]

                      [Street Address]

                      [City, State, Zip]

Re:                [Patient Name or ID/Claim Number]

Dear Medical Director:

I am writing to request insurance coverage for OnDose™, a diagnostic service that measures the concentration of 5-FU in a patient’s plasma and calculates an individualized area under the curve (AUC) for use in adjusting and optimizing the 5-FU dose for my patient _________________ who is receiving infusional 5-FU chemotherapy.

Through measuring 5-FU exposure, I am able to adjust the 5-FU dose required to reach the therapeutic 5-FU target dose range.  When 5-FU levels exceed the therapeutic range, significant toxicity can occur.  When 5-FU levels are sub-therapeutic, the cancer may not be adequately treated and cancer progression may occur.  Clinical studies have shown that patients who have had individualized dose adjustments of 5-FU to achieve the therapeutic range have optimal treatment efficacy and reduced toxicity, which positively impacts patient outcomes.1, 2, 3
Studies show that up to 85% of patients are sub-optimally dosed when relying on body surface area (BSA) to determine infusional 5-FU dosing, resulting in decreased efficacy and increased toxicity.1, 2  Efficacy, as well as toxicity, to 5-FU have been shown to correlate with 5-FU blood levels rather than dose.1,3 
Ychou et al., 2003, were able to increase the 5-FU dose for their patients without increasing the toxicity rates by dose adjusting their patients in response to 5-FU exposure.  
Gamelin et al., 2008, demonstrated that by utilizing personalized chemotherapy management, 94% of patients reached the therapeutic range for 5-FU, whereas only 8% of patients dosed via BSA achieved the optimal therapeutic range.  The results of this study, which included 204 patients, showed significantly decreased grade 3 and 4 toxicity (18% vs. 30%, P=0.003), increased objective response rate (33.7% vs. 17.3%, P=0.004) and a trend towards higher overall survival (22 months vs. 16 months; P=0.08) in patients using personalized chemotherapy dose adjustment1 when compared to patients receiving 5-FU dosed by BSA.  By using OndoseTM, I will be able to enhance the treatment of my patient’s cancer, and optimize 5-FU dosing, resulting in improved response rate, decrease in toxicity, and improved outcome.
OnDose™ is the only clinically practical way to assess if my patient is receiving the optimal dose of 5-FU and Myriad Genetic Laboratories, Inc. is the only laboratory performing this service in the United States.  

Please contact me if I can provide you with any additional information.

Sincerely, 

(Physician Signature)
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