[Date]

To whom it may concern,

I am writing this letter of medical necessity as a dermatologist caring for [Patient Name] with regard to the medical necessity of brodalumab to treat the patient’s diagnosis of Hidradenitis Suppurativa (L73.2).

Treatment requested: brodalumab
Dose: Loading dose of 210 mg SC at week 0, 1, and 2 followed by maintenance therapy every [1-2] weeks
Prior treatments tried:
1. [Treatment]; [duration of treatment]; [why medication was discontinued].
2. Insert as many as is applicable
Relevant comorbidities/contraindications to other formulary treatment options:
1. Insert as many as is applicable
Evidence of disease severity: Hurley stage [I-III] (III is most severe) 

I recently prescribed this patient brodalumab, however the medication was denied. I have reviewed the patient’s diagnosis, care plan, and clinical guidelines for treatment and request a formal appeal of your denial for brodalumab.

I am writing to highlight the severe nature of this patient’s condition. They have suffered from hidradenitis suppurativa (HS) for more than [#] years and have extensive disease affecting their [bilateral axilla, groin, gluteal cleft, etc]. The severity of their skin condition has affected their life in many ways including but not limited to [chronic pain, depression/anxiety, impaired personal/intimate relationships, ability to perform activities of daily living, missed work/disability, etc]. They have tried numerous treatments listed above—including, adalimumab, the only FDA-approved treatment for moderate-to-severe HS— however, they have had inadequate clinical response or side effects from the treatments. Due to the severity of their condition and the significant impact this disease has had on their quality of life, I strongly believe this patient needs access to brodalumab.

HS is a chronic inflammatory skin condition that primarily affects intertriginous areas (axilla, groin, inframammary skin, gluteal cleft) and is characterized by recurrent painful, malodorous nodules and abscesses that can lead to scarring, sinus tracts, and fistulas over time. HS has a devastating impact on quality of life1,2 - contributing to chronic pain,3 poor mental health,4 substance use disorder,5 impaired intimate relationships,6,7 and suicide rates 2.4 times that of the general population.8 Finding the most effective treatment for each patient is extremely important for restoring their quality of life and preventing long-term complications that arise from long-standing, poorly controlled disease.

My recommendation for using brodalumab to treat this patient’s HS is based on:
1) The patient’s inadequate clinical response to and/or side effects of [adalimumab and other drugs], and 
2) Ample published data demonstrating scientific rationale, safety, and efficacy of brodalumab for HS. Matusiak et al demonstrated that serum IL-17 levels were significantly elevated in patients with HS compared to healthy volunteers, with a trend toward higher serum concentrations of IL-17 in patients with more severe disease.9 Kelly et al demonstrated that IL-17A levels were upregulated by 149-fold in HS lesional skin compared to healthy control skin.10 These two studies suggest that a medication that inhibits the biological effects of IL-17, such as brodalumab, may be beneficial in the treatment of HS.  An open-label cohort study investigated the use of brodalumab for treatment of moderate to severe HS and found that 100% of patients achieved significant clinical response, with some patients seeing benefit in as early as 2 weeks. Significant improvement was also seen in pain, itch, quality of life, and depression with no severe adverse events observed in this cohort.11. A follow-up open-label cohort study by the same group investigated the effect of weekly brodalumab 210mg for the management of moderate-severe HS. Despite this patient group having more severe disease than the previous study, all patients in this group (10/10) achieved significant clinical response by week 4 that was sustained through week 24.  Similarly to the previous study, pain, itch, disease severity, quality of life and depression were all improved and no serious adverse events were observed. This study demonstrates that a cohort of patients with more severe HS may benefit from dose escalation of brodalumab.12 A case report similarly reported positive prolonged response to brodalumab in a patient with severe HS refractory to adalimumab.13 

In my clinical opinion as a dermatologist I believe that the combination of prior failed treatments, medical comorbidities, and contraindications listed above, as well as inability to use the only FDA approved option, adalimumab, brodalumab is the most appropriate next step in treatment in treating this patient’s hidradenitis suppurativa and restoring their quality of life.  
[bookmark: _GoBack]
On behalf of this patient, I would be grateful for your prompt approval of this medication. Please let me know if I can provide any further support, clarification, or assistance that will help result in coverage of this medication.  Thank you for your time and consideration.  I am happy to discuss this further and would appreciate the chance to do so if this medication is not approved.  

Sincerely,

[Signature]

[INSERT PATIENT PHOTOS IF APPROPRIATE]
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