Sample Format: Letter of Medical Necessity

[Insert onto physician letterhead]

	[Medical Director]
[Insurance Company]
[Address]
[City, State, ZIP]
	RE:    Member Name [Insert Member Name]
Member Number [Insert Member Number]
Group Number [Insert Group Number]




REQUEST: Authorization for treatment with ATEBRIOZTM (zilurgisertib) tablets
DOSE AND FREQUENCY: [Insert Dose & Frequency]
REQUEST TYPE: EXPEDITED/PRIORITY REVIEW

Dear [Insert Name of Medical Director]:

I am writing to support my request for an expedited authorization for my patient mentioned above to receive Atebrioz. Atebrioz is an activin receptor-like kinase-2 (ALK2) inhibitor indicated for the reduction in volume of total new heterotopic ossification (HO) in adults and pediatric patients aged 12 years and older with fibrodysplasia ossificans progressiva (FOP).1 
[bookmark: _Hlk178607663]
Fibrodysplagia ossificans progressive is an ultra-rare, progressive disorder in which muscles, tendons, and ligaments are replaced with bone in a process known as heterotopic ossification (HO).2,3 The disease often presents in childhood with most patients presenting with an early hallmark sign of bilateral malformation of the great toes.3,4 In addition, patients with FOP may experience inflammatory exacerbations or flares that occur spontaneously or after a traumatic event. These can be very painful and may directly lead to HO formation. Heterotopic ossification is cumulative, leads to declining mobility, and may ultimately cause progressive immobilization across all joints. 

Progressive HO in the chest wall can lead to thoracic insufficiency, a leading cause of mortality in these patients.2-4 Patients with FOP also have an increased dependence on assistances for activities of daily living. By the third decade of life, most patients require wheelchair use. Early identification and treatment of FOP is critical to reduce total new HO volume and manage flare symptoms.1,5 

Diagnosis of FOP can be made clinically, often initially through bilateral malformation of the great toes and presence of inflammatory exacerbations.3,4 The diagnosis can be confirmed through genetic testing. Radiographic imaging may help to identify HO lesions but are challenging in patients with FOP. This is due to patient physical limitations and the need for careful positioning to minimize trauma, which can lead to flares and subsequent HO.6 

[bookmark: _Hlk178607544]Atebrioz is administered orally once daily and is the only product approved to reduce new HO volume and expansion of baseline HO lesion burden for adult and pediatric FOP patients aged 12 and older.1 Atebrioz was studied in the phase 2 PROGRESS trial and showed a reduction over 24 weeks in the total new volume of HO. The most common adverse events included headache, arthralgias, upper respiratory tract infections, epistaxis, and nausea. 

Due to risks of flare and HO formation, travel is a challenge for FOP patients.7 In a recent study conducted by the International Fibrodysplasia Ossificans Progressiva Association (IFOPA), FOP patients were identified as being diagnosed by or in consultation with a variety of specialists.8 Specialties involved include geneticists, endocrinologists, rheumatologists, and orthopedic specialists. Given travel limitations, long term management often includes telemedicine or family practice visits in consultation with specialists.

This letter serves to document my patient’s diagnosis, medical history and to summarize my treatment rationale. [If appropriate – I am making this request in consultation with (Insert Specialist HCP Name and Practice Specialty)]

Summary of Patient’s Diagnosis
[bookmark: _Hlk178607739][Patient Name] is [Age] years old and was initially diagnosed with [Diagnosis] [ICD-10-CM] on [Date]. This diagnosis was confirmed by [insert details of patient’s genetic testing and/or FOP clinical symptoms or radiographic imaging]. [Patient Name] has been in my care since [Date].

[bookmark: _Hlk178607829]Rationale for Treatment
[Include your clinical rationale, patient’s likely prognosis without treatment with ATEBRIOZ and your credentials in treating FOP].

[bookmark: _Hlk178607772]Considering the patient’s history, condition, and the full Prescribing Information and Safety supporting uses of ATEBRIOZ, I believe treatment with ATEBRIOZ at this time is medically necessary and should be a covered treatment for my patient. [Insert a brief summary of the patient’s clinical history, current symptoms and condition]. Highlight the factors leading you to recommend use of ATEBRIOZ. Include any relevant previous treatments of FOP or flares associated with FOP along with patient’s response to those interventions.
Note: Exercise your medical judgment and discretion when providing a diagnosis and characterization of the patient’s medical condition].

Given the urgent nature of this request, please provide an expedited priority review and authorization. Contact my office at [insert phone number] if I can provide you with any additional information.

Sincerely,
[Insert Physician Name and Participating Provider Number] 

Enclosures: [include full Prescribing Information and the additional support noted above].
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