SAMPLE APPEAL LETTER – USTEKINUMAB ESCALATION

Insurance Company
RE:  PATIENT
DOB: 
ID #
Pat Acct #

DATE

Dear Sir, or Madam:

I am writing on behalf of my patient, Mr./Ms. Doe, to request prior authorization for increased dosing of ustekinumab from 90mg every eight weeks to every 4 week dosing.  

Mr./Ms. Doe has a history of [IBD Phenotype and prior surgeries/complications (e.g., fistulas, abscess, strictures)] and has previously failed treatment with [Previous medication failures and/or intolerances].  Mr./Ms. Doe was started on ustekinumab [Month/Year of induction] and has done well on standard dosing until recently.  

Unfortunately, since [Date of flare symptoms] Mr./Ms. Doe has developed increasing symptoms of active disease [can also add pertinent colonoscopy, CRP, calprotectin, or ustekinumab level data here] despite ongoing treatment with ustekinumab 90mg every 8 weeks. Given his/her previous medication failures, initial clinical response to ustekinumab therapy with ongoing active inflammation, I am requesting approval for an increase to ustekinumab 90 mg SQ every 4 weeks.

[bookmark: _GoBack]Multiple studies have demonstrated that a substantial group of patients lose response to ustekinumab 90 mg q8 week dosing.  In a recent study of 110 patients with Crohn’s disease, ustekinumab interval shortening to every 4 weeks resulted in a significant improvement in symptoms and C-reactive protein.1  In one such cohort of patients who achieved corticosteroid-free remission after induction, dose escalation or combined reinduction and dose escalation to ustekinumab 90 mg SQ q4-6 weeks was required in 24% of patients.  Over 50% of these patients recaptured response2.  In another study, initial clinical response to ustekinumab was achieved in 74% of Crohn’s disease patients, however, dose escalation was required in 48% of patients and was successful in recapturing response for 61% of patients3.  Yet another study of usteknimuab in Crohn’s disease in a Canadian tertiary care center experience reported a 56% response rate to ustekinumab4.  However, 42% of initial responders required dose escalation of ustekinumab.  
These studies demonstrate among Crohn’s disease patients that, the requirement for dose escalation is common and is a successful strategy to capture response in the majority of patients. We know from our vast experience with other biologics that these medications are metabolized rapidly in patients with highly active disease and therefore dose escalation is quite commonly required and, in fact, expected in severe disease.  Dose escalation of ustekinumab is certainly the most conservative course of action for this patient as we know that he/she has responded to the mechanism of action of ustekinumab.  In addition, changing this patient to an alternative medication prior to a trial of dose escalation could put the patient at risk to develop anti-drug antibodies and may limit future use of ustekinumab.    

Based on the data presented in this letter and my professional experience, I am advocating that ustekinumab 90mg every 4 weeks be a covered benefit for Mr./Ms. Doe. I appreciate your consideration in this matter.  As my patient is suffering with symptoms at this time that put him/her at risk to develop serious complications from his/her disease, I hope that you can expedite this request so that he/she can be started on therapy as soon as possible.   Please feel free to contact my office if any additional information will help clarify this request.  

Sincerely,

Dr.
Contact info
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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)


