SAMPLE APPEAL LETTER -  Dose Escalation of (infliximab-dyyb) Subcuteanous Injection

Insurance Company
RE: Patient: [Patient Name]
DOB: [DOB]
Insurance ID: [ID]
Diagnosis: [Crohn’s disease/Ulcerative colitis; ICD-10]
Requested dose: infliximab-dyyb 240 mg subcutaneously every 2 weeks [two 120-mg injections every 2 weeks]
To Whom It May Concern:
I am writing to appeal the denial of dose escalation of (infliximab-dyyb) from 120 mg every 2 weeks to 240 mg every 2 weeks for my patient with moderately to severely active [Crohn’s disease/ulcerative colitis]. This patient has benefited from infliximab therapy but has developed evidence of inadequate response/loss of response on standard (infliximab-dyyb) dosing. Rather than abandoning an otherwise effective therapeutic mechanism, dose optimization is medically appropriate and supported by clinical trial evidence.
Medical necessity for dose optimization
Infliximab has well-established exposure-response relationships in inflammatory bowel disease. In patients with inadequate disease control, insufficient drug exposure is an important and potentially correctable cause of loss of response. Dose optimization of infliximab is a well-established strategy in IBD and is preferable to prematurely discontinuing an effective therapy when the patient has demonstrated prior response.
This patient has evidence of inadequate disease control despite infliximab-dyyb 120 mg every 2 weeks, as demonstrated by [increased symptoms/elevated CRP/elevated fecal calprotectin/endoscopic inflammation/intestinal ultrasound findings/low infliximab concentration/other objective evidence]. The patient previously demonstrated clinical benefit from infliximab, making optimization of the current therapy a clinically appropriate next step.
Dose escalation of subcutaneous infliximab has been specifically studied in Crohn’s disease and ulcerative colitis
Importantly, escalation of subcutaneous infliximab is supported by data from the phase 3 LIBERTY-CD and LIBERTY-UC clinical trial programs. In these trials, patients who initially responded to infliximab induction but subsequently experienced loss of response during maintenance treatment were permitted to undergo dose escalation from subcutaneous infliximab 120 mg every 2 weeks to 240 mg every 2 weeks.
A subsequent analysis specifically evaluating patients who underwent this dose escalation demonstrated that 85.1% of patients with Crohn’s disease and 82.3% of patients with ulcerative colitis recovered response following escalation to 240 mg every 2 weeks. Moreover, approximately two-thirds recovered response within 8 weeks of escalation. These findings provide direct clinical evidence that increasing subcutaneous infliximab exposure can recapture response in a substantial majority of patients who lose response to the standard dose.
Long-term data from the LIBERTY open-label extensions further support this approach. Patients who underwent dose adjustment to 240 mg every 2 weeks were permitted to remain on this intensified regimen through Week 102. Long-term treatment was well tolerated, and importantly, no new safety signals were identified with dose escalation compared with patients receiving standard-dose subcutaneous infliximab.
Dose optimization is preferable to an unnecessary change in therapy
Denying dose escalation would potentially force this patient to discontinue infliximab despite having previously demonstrated response to this therapeutic mechanism. Such a strategy may expose the patient to unnecessary risks associated with active inflammatory disease and require transition to another advanced therapy that may be less effective, less well tolerated, or ultimately unsuccessful.
For these reasons, I strongly request that the denial be overturned and that infliximab-dyyb 240 mg subcutaneously every 2 weeks be authorized. This escalation is medically necessary to treat this patient’s active [Crohn’s disease/ulcerative colitis] and is supported by published clinical trial evidence.
Thank you for your reconsideration. I am available for peer-to-peer review and would be happy to provide laboratory results, therapeutic drug monitoring, endoscopic findings, imaging, or other documentation demonstrating the medical necessity of this dose escalation.
Sincerely,
[Physician Name, MD]
[Title/Institution]
[Contact Information]
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Disclaimer: The sample appeal letters available to healthcare providers on the Crohn’s & Colitis Foundation’s website may include use of agents for conditions other than their FDA-approved indications. The Crohn’s & Colitis Foundation does not endorse the use of any specific medication or treatment, including any use which is outside the labeled indication. The Crohn’s & Colitis Foundation provides this resource for informational purposes only. The Crohn’s & Colitis Foundation, its agents, officers, employees, and volunteers shall not be liable for any claims, damages, or actions whatsoever which may arise for the use of this information. (Remove disclaimer prior to submission of recipient)
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