SAMPLE APPEAL LETTER   - Coverage of infliximab-dyyb 120 mg Subcutaneous Every 2 Weeks
Insurance Company

Patient: [Patient Name]
DOB: [DOB]
Insurance ID: [ID]
Diagnosis: [Crohn’s disease/Ulcerative colitis; ICD-10]
To Whom It May Concern:
I am writing to appeal the denial of coverage for subcutaneous infliximab-dyyb for my patient with moderately to severely active [Crohn’s disease/ulcerative colitis]. Infliximab-dyyb is an FDA-approved subcutaneous formulation of infliximab specifically indicated for maintenance treatment of adults with moderately to severely active Crohn’s disease or ulcerative colitis following intravenous infliximab therapy.
Continuation of infliximab therapy using infliximab-dyyb is medically appropriate for this patient. Importantly, infliximab-dyyb is not simply a convenience-based alternative to intravenous infliximab. Subcutaneous administration produces a distinct and potentially advantageous pharmacokinetic profile, characterized by substantially higher and more stable trough infliximab concentrations and less peak-to-trough fluctuation than conventional intermittent intravenous dosing.
This pharmacokinetic difference is clinically relevant in IBD. Loss of infliximab exposure and anti-drug antibody formation are important mechanisms of secondary loss of response to infliximab. With intermittent IV administration, serum infliximab concentrations rise sharply following infusion and subsequently decline before the next dose. In contrast, subcutaneous infliximab produces sustained drug exposure with considerably less fluctuation and avoids the low trough concentrations that may contribute to pharmacokinetic treatment failure.
For this patient, maintaining effective infliximab exposure is preferable to returning to intermittent IV administration. [Insert patient-specific rationale—for example: prior low infliximab trough level, previous need for dose escalation, history of anti-drug antibodies, high inflammatory burden, prior loss of response to another biologic, difficulty maintaining infusion appointments, work/travel limitations, or other relevant factors.]
Infliximab-dyyb also preserves treatment with the same therapeutic molecule rather than requiring an otherwise unnecessary change in mechanism of action. The patient can therefore maintain the benefits of infliximab while receiving a formulation that provides more consistent drug exposure without the logistical burden of recurrent infusion-center visits.
For these reasons, I strongly request that the denial be overturned and that infliximab-dyyb 120 mg subcutaneously every 2 weeks be approved. Requiring this patient to remain on or return to IV infliximab solely because of formulary preference does not account for the meaningful pharmacokinetic differences between the two formulations or the clinical importance of maintaining adequate infliximab exposure.
Thank you for reconsidering this request. I am available for peer-to-peer review and would be happy to provide additional clinical documentation supporting the medical necessity of infliximab-dyyb.
Sincerely,
[Physician Name, MD]
[Title/Institution]
[Contact Information]
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