Sample Formulary Exception Request Letter for MIMRYLOTM (rusfertide)
[Date]

[Prior Authorization Department/Medical Director]	Re: [Patient First and Last Name]
[Name of Health Plan]					[Date of Birth (MM/DD/YYYY)]
[Payer Mailing Address]					[Insurance ID Number]
[City, State ZIP Code]					[Case ID Number]

To whom it may concern:
I am writing to request a formulary exception for MIMRYLO™ (rusfertide) for the treatment of erythrocytosis in patients with polycythemia vera (PV) on behalf of my patient [Patient Name], who is currently a member of [name of health plan].
Enclosed are additional information and documentation to support my decision to treat my patient with MIMRYLO. Based on the provided medical history, prognosis, and my clinical rationale, I am requesting a formulary exception so MIMRYLO is available to [Patient Name] as an approved medication.
Patient diagnosis and medical history:
[Patient Name] is [a/an] [age]-year old adult [male/female] diagnosed with polycythemia vera (PV) ([insert appropriate ICD-10-CM code here]) as of [date of diagnosis]. [He/she] has been in my care since [date].
[He/she] has previously been on the following therapies:
	Previous Therapy
	Dose and Frequency
	Duration of Therapy
	Treatment Outcome and Reason for Discontinuation

	
[Name of Therapy]

	[Dose and Frequency]
	
[Date Range]
	
[Reason for Discontinuation]


[In addition, the following therapies are not appropriate for this patient:]
	Other Therapy
	Reason for Intolerance or Inappropriate for Patient

	
[Name of Therapy]

	
[Reason for intolerance or inappropriateness. Reasons can include the following examples:
· Phlebotomy – severe coronary artery disease, advanced cardiovascular (CV) disease, or symptomatic hypertension
· Aspirin – high-risk gastrointestinal bleed, hypersensitivity, uncontrolled peptic ulcer disease, etc
· Hydroxyurea – intolerance or resistance, etc
· Peginterferon – autoimmune diagnosis, psychiatric illness, intolerance, decompensated liver diagnosis, etc
· Ruxolitinib – cytopenias, serious infections, lipid elevations, etc]



[Provide a summary or the patient’s medical history and current conditions and specific factors that led to the recommendation of MIMRYLO.] Attached are other relevant supporting documentation.
[If applicable, provide attestation that patient has tried and failed therapies (list therapies and reasons for discontinuation); attestation that patient has contraindications to other therapies (list out all therapies and reasons for contraindication or intolerance); attestation of presence of symptoms such as but not limited to fatigue, pain, pruritus, insomnia, loss of concentration, night sweats, numbness/tingling in hands and feet, and gastrointestinal symptoms; attestation of recent thrombotic/CV event; attestation of hematocrit (HCT) ≥45%]
Treatment Rationale
Given my patient’s medical history, current prognosis and condition, [lack of response to other medications,] [and intolerance to other therapies,] I strongly believe that MIMRYLO is appropriate and medically necessary for [Patient Name], and adequate coverage should be approved. 
I appreciate your prompt review and ask that any NDC blocks be removed, and a formulary exception be made in the best interest of my patient. Please call me or my office staff at [phone number] if there are further questions or the need for additional information. I look forward to your timely response and approval of MIMRYLO for [Patient Name].
Sincerely,
[Physician name printed]		[Physician signature]
[NPI number]
Phone: [Phone]
Fax: [Fax]
Address: [Street, City, State, Zip code]

Enclosures: 
[Include Indication and Important Safety Information] 
[Include full Prescribing Information, including Patient Information for MIMRYLO] 
References: 
[Include MIMRYLO PI] 
[Include other relevant references and publications regarding MIMRYLO]
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The information contained in this sample letter is provided by Takeda for informational purposes only for patients who have been prescribed a Takeda medicine. There is no requirement that any patient or healthcare provider use a Takeda product in exchange for this information. This sample letter is not meant as a substitute for a prescriber’s independent medical decision-making.

