SAMPLE APPEAL LETTER: SWITCH FROM IV TO SC

	[Date]
	Re: [Patient Name]

	[Prior Authorization / Appeals Department]
	DOB: [MM/DD/YYYY]

	[Payer Name]
	Member ID / Policy ID: [Number]

	[Health Plan Address]
	Case ID/Reference #: [Number, if applicable]



Dear Sir, or Madam:
I am writing on behalf of my patient, [name], to request prior authorization for coverage of Zymfentra (infliximab-dyyb) Subcutaneous (SC), administered as 1 pen (120 mg/mL) every 2 weeks.
Patient is a [age]-years-old [sex] with a history of moderate-to-severe [Crohn’s disease/Ulcerative colitis], diagnosed in [date].
The patient has tried and failed [previous treatment history] before achieving success with infliximab. The patient started on intravenous (IV) infliximab [month/year of induction] and has done well on maintenance infliximab [X mg/kg every X weeks]. While on IV infliximab, the patient has achieved both clinical remission and endoscopic response to therapy. 
[Please see the examples below as appropriate based on the patient’s circumstances.]
[Example 1: Difficult IV access]
My patient has difficulty with IV access and has required multiple painful venipuncture attempts to obtain venous access for each infusion. Switching to SC infliximab would ensure compliance and reduce the patient’s anxiety regarding inability to obtain IV access.
[Example 2: Barriers to timely infusion scheduling]
Current requirements for lengthy IV infusions have created barriers to timely scheduling due to my patient’s [insert patient-specific barriers for scheduling (e.g., Frequent travel, distance from infusion centers)]. 
Accordingly, transition to SC infliximab is medically necessary to ensure uninterrupted maintenance therapy with infliximab and preserve durable disease control.
SC infliximab is FDA approved as maintenance therapy following IV infliximab induction and represents continuation of the same effective medication. Both ACG and AGA guidelines recognize SC infliximab as an effective maintenance option after induction, with the ACG providing a strong recommendation in IV responders.1-4
Evidence supports the durability, stable drug exposure, and low immunogenicity of SC infliximab after transition from IV infliximab:
Durable remission, low relapse risk, and sustained persistence: 
· A meta-analysis (n=428) demonstrated maintained remission in 85.4% of patients at 6 months after switching, with high treatment persistence (94.5%).5 
· A long-term real-world multicenter observational study (median follow-up: 18 months) showed relatively low relapse rates after switching from IV infliximab (13.8–35.3%, depending on prior dosing).6
· An observational study reported high 12-month persistence (~95% in Crohn’s disease and ~89% in ulcerative colitis), reduced infusion burden, and improved adherence.7

Stable, sustained drug exposure and low immunogenicity: 
· In several prospective and retrospective studies, SC infliximab consistently demonstrated stable or increased infliximab levels after switching, with no worsening in biomarkers or disease activity, low antibody-to-infliximab (ATI) rates (3.1–7.7%), and sustained treatment persistence (92.3%).6-8
Switching to an alternative therapy can have uncertain efficacy and require re-induction. Given the limited advanced treatment options for IBD, infliximab should be fully optimized before switching therapeutic classes. Also, current guidelines recommend the importance of optimizing patients on their current therapy to improve outcomes rather than forcing a switch. 9-10 Continuation of infliximab via SC administration is the most appropriate strategy to maintain disease control, support adherence, reduce infusion burden, and avoid excessive and potentially unnecessary healthcare resource utilization.
Denial of this request risks dose delays, missed doses, immunogenicity, loss of response, disease progression, additional avoidable healthcare costs, and serious complications including corticosteroid exposure, hospitalization, surgery, or overall morbidity and mortality risk. 11-15
Approval of Zymfentra, the only FDA-approved SC infliximab, is medically necessary to ensure uninterrupted maintenance therapy with infliximab and prevent avoidable clinical deterioration by providing sustained pharmacokinetic exposure and reducing the risk of disease recurrence. For these reasons, I request expedited review. Please contact my office for additional information.
Sincerely,
Dr. [name]
[Contact info]
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