	
	
	



Statement of Medical Necessity: LISRAYA for Dermatomyositis
[Date]

[Payer Name]

ATTN: [Contact Title/Medical Director]
[Contact Name (if available)]
{Payer address]
[City, State, Zip]

RE: Statement of Medical Necessity for LISRAYA (brepocitinib)
Patient Name: [Patient Name]
DOB: [XX/XX/XXXX]
Diagnosis: Dermatomyositis
ICD-10: [M33.1 or M33.9]
Subscriber ID Number: [Insurance ID Number]
Subscriber Group Number: [Insurance Group Number]
Case ID Number: [Case ID Number]
Dates of Service: [Dates]


Requested Medication: LISRAYA
To Whom It May Concern:
I am writing to request [urgent] authorization for LISRAYA for [Patient Name], who is under my care for active dermatomyositis (DM), [ICD-10 Code], a serious and life-threatening systemic autoimmune disease associated with chronic inflammation, progressive muscle weakness, disabling skin disease, impaired quality of life, and increased morbidity and mortality.
Medical History 
[Patient Name],[patient age] years old, was diagnosed with DM on [date] based on the presence of characteristic clinical findings including [heliotrope rash / Gottron’s papules / Gottron’s sign / V-sign / Shawl sign / Holster Sign / photo-distributed violaceous erythema / periungual capillary abnormalities]. These hallmark cutaneous findings are specific for and diagnostic of dermatomyositis.1 
In addition, [Patient Name] has exhibited additional features supportive of a diagnosis of DM, including [proximal muscle weakness], 
· [elevated muscle enzymes (elevated creatinine kinase, aldolase, LDH, AST, and/or ALT values)], 
· [radiographic findings of myositis
·  (e.g., positive MRI, ultrasound, and/or PET-CT findings)
· [abnormal EMG findings (e.g., showing myopathic changes)
· [positive muscle biopsy (evidence of perifascicular atrophy with perivascular and perimysial inflammatory infiltrates)
· [histopathologic findings of cutaneous dermatomyositis (e.g., skin biopsy report from [insert date] demonstrating [insert interface dermatitis or cutaneous vasculopathy]], AND/OR 
· [positive DM-specific autoantibodies (anti-Mi2, TIF-1-gamma, MDA-5, NXP-2, SAE, Jo-1, PL-7, PL-12, EJ, OJ)]. 
Therapeutic Necessity for LISRAYA
Since diagnosis, [Patient Name] has undergone treatment with standard therapies, including [prednisone / methylprednisolone / methotrexate / mycophenolate / azathioprine / IVIG / rituximab / off-label JAK inhibitor]. Despite these treatments [leveraged in combination], this patient continues to experience active and severe dermatomyositis disease activity characterized by [weakness / rash / itch / poor cosmesis / fatigue / functional decline / pain / dysphagia / elevated CK / inability to taper steroids / tenosynovitis / arthritis]. With the aforementioned therapies, [Patient Name] has shown minimal improvement and continues to experience severe manifestations of [his/her] dermatomyositis including [insert most severe symptom(s)], necessitating an [urgent] escalation in therapy. The patient cannot remain on [therapy] because of [symptoms, side effects]. 
As [board certified rheumatologist/dermatologist/neurologist/pulmonologist] [an expert in treating rheumatic diseases and dermatomyositis specifically], I  believe that LISRAYA is the best medication to treat [insert Patient Name]. 
LISRAYA is an oral TYK2/JAK1 inhibitor that has been FDA approved for adults with dermatomyositis and specifically targets dysregulated cytokine pathways (including type I and II interferons, IL-6, IL-12, and IL-23) implicated in dermatomyositis disease pathogenesis.2 
In the Phase 3 VALOR trial,3 patients who received LISRAYA not only demonstrated significant improvement in global disease activity as measured by the Total Improvement Score (the trial’s primary endpoint), but also in validated measures of muscle strength, skin disease activity, functional disability, and corticosteroid tapering. Importantly, these improvements were observed as early as four weeks. Given this patient’s ongoing active [skin disease, muscle disease, inflammatory arthritis, interstitial lung disease] [and inadequate response to prior standard therapies], it is critically important to initiate LISRAYA to achieve disease control as soon as possible.  
Risk of Delay or Denial
Without prompt access to LISRAYA, this patient is at high risk for [progressive muscle weakness / falls and disability / loss of independence / worsening skin disease / dysphagia and hospitalization / progressive interstitial lung disease / irreversible organ damage / complications of chronic corticosteroid toxicity including infection, diabetes, osteoporosis, and myopathy]. Requiring additional failure of less effective or less disease-specific therapies including [insert conventional DMARDs, antimalarials, IVIg] would expose this patient to avoidable morbidity and [possible mortality].4
[Contraindications and Limitations of Proposed Alternative Therapies]
Step-therapy requirements mandating trial and failure of alternative immunomodulatory agents are not medically appropriate in this patient with DM. [Importantly, [proposed alternative immunosuppressive or immunomodulatory agent(s)] has no demonstrated efficacy in randomized placebo-controlled trials in DM.] Furthermore, [proposed alternative immunosuppressive or immunomodulatory agent(s)] is contraindicated, impractical, and/or associated with unacceptable toxicity in this patient based on their comorbidities, prior treatment history, and disease manifestations. 
[Systemic Corticosteroids]
Prolonged systemic corticosteroid exposure is medically inappropriate and/or contraindicated in this patient to due to confirmed or suspected [insert one or more of the following]:
· Prior intolerance or inadequate response
· Steroid-induced avascular necrosis (osteonecrosis), osteoporosis, and/or osteopenia
· Steroid-induced cataract or glaucoma
· Steroid-induced neuropsychiatric toxicity, including insomnia, mood disturbance, anxiety, and/or mania
· Steroid-induced gastric ulcer disease or gastrointestinal toxicity
· Medically significant infection associated with steroid exposure
· Steroid-induced adrenal insufficiency and/or cushingoid toxicity
· Steroid-induced myopathy, which may confound assessment of dermatomyositis activity
· Steroid-induced diabetes or worsening of glycemic control
· Steroid-induced hypertension or worsening of blood pressure control
· Steroid-induced hyperlipidemia or worsening of hyperlipidemia
· Steroid-induced skin atrophy, fragility, or impaired healing

[Methotrexate]
Methotrexate is medically inappropriate and/or contraindicated in this patient due to [insert one or more of the following]:
· Prior intolerance or inadequate response
· Underlying liver disease, including nonalcoholic steatohepatitis (NASH)/Metabolic function associated steatohepatitis (MASH), hepatic steatosis, or chronically elevated liver enzymes, or Cytopenias or increased infection risk
· Ongoing alcohol use with increased risk of hepatotoxicity
· Interstitial lung disease and concern for methotrexate-associated pneumonitis
· Cytopenias or increased infection risk
· Delayed onset of action (3-6 months) in the setting of active or progressive disease
[Mycophenolate Mofetil (MMF)]
Mycophenolate mofetil is medically inappropriate and/or contraindicated in this patient due to [insert one or more of the following]:
· Prior intolerance or inadequate response
· Significant gastrointestinal intolerance, including nausea, diarrhea, or abdominal pain
· Concerns regarding adherence to twice-daily dosing
· Increased infection risk
· Delayed onset of action (3-6 months) in the setting of active or progressive disease
[Azathioprine]
Azathioprine is medically inappropriate and/or contraindicated in this patient due to [insert one or more of the following]:
· Prior intolerance or inadequate response
· Cytopenia risk
· Hepatotoxicity risk
· Increased infection risk
· TPMT deficiency concerns
· Delayed onset of action (3-6 months) in the setting of active or progressive disease
[Intravenous Immunoglobulin (IVIg)]
Intravenous immunoglobulin (IVIg) is medically inappropriate and/or contraindicated in this patient due to [insert one or more of the following]:
· Prior intolerance or inadequate response
· Significant treatment burden associated with recurrent, prolonged infusions
· Inability to accommodate frequent infusion schedules because of work, caregiving, transportation, and/or functional limitations
· Limited venous access
· Prior infusion reactions and/or severe headaches
· Concerns regarding long-term feasibility, adherence, and quality-of-life impact
Taken together, given the seriousness of [Patient’s Name]’s dermatomyositis, the inadequate response to standard therapies, and the availability of an FDA-approved treatment specifically indicated for dermatomyositis, LISRAYA is medically necessary and should be approved without delay. 
I strongly urge prompt approval. For any further questions or concerns, please reach out to me directly at [phone number].  
Sincerely,
[Physician Name / Credentials]
Enclosures
[List enclosures, which may include: the letter of medical necessity, prescribing information, clinical notes/medical records, diagnostic test results, relevant peer-reviewed articles, clinical practice guidelines (if applicable), FDA approved letter for the prescribing medication]
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