Insurance Co Name
Insurance Co Address

February 14, 2023

Re: 	Name:		Patient Name			
DOB: 		Enter date of birth	
Account #:	Enter insurance company account number	

To Whom It May Concern:

This letter is to support an appeal for choose a reason  Kesimpta® (ofatumumab) for my patient, enter patient name for the management of multiple sclerosis. You have denied coverage for this treatment because insert reason from denial letter here.   

[bookmark: _Hlk3217234]Enter patient name has been treated with insert previous therapies used and reasons for discontinuing here. 

Kesimpta is medically necessary for my patient because insert rationale here. This is supported by the American Academy of Neurology Practice Guideline recommendation enter appropriate recommendation here. Additionally, my patient has completed insert screening test and results here, for example Hep B or JCV status.

KESIMPTA is a CD20-directed cytolytic antibody that is presumed to work by binding to CD20, a cell surface antigen present on pre-B and mature B lymphocytes. Following cell surface binding to B lymphocytes, ofatumumab results in antibody-dependent cellular cytolysis and complement-mediated lysis. It was approved in 2020 by the US Food and Drug Administration (FDA) for the treatment of adult patients with relapsing forms of multiple sclerosis, including clinically isolated syndrome, relapsing-remitting disease, and active secondary progressive disease.
[bookmark: page2]

The safety and efficacy of Kesimpta when compared to teriflunomide was demonstrated in two Phase III studies, ASCLEPIOS I and ASCLEPIOS II. The studies involved 615 people who were recently diagnosed with relapsing forms of MS and who were treatment naïve. These studies compared Kesimpta to teriflunomide. In both studies, Kesimpta significantly lowered the annualized relapse rate compared to teriflunomide by 51% and 59%, delayed 3-month and 6-month confirmed disability progression compared to teriflunomide with a risk reduction of 34% and 32%, showed significant, near-complete suppression of Gd+ T1 inflammatory lesions compared to teriflunomide with a relative reduction of 98% and 94%, showed significant reduction in the number of new or enlarging T2 lesions with a relative reduction of 82% and 85%. Post-hoc analysis of the Asclepios I and II data showed achievement of NEDA-3 (no evidence of disease activity) in 47% of patients in the Kesimpta group in months 0-12 vs 25% of patients in the teriflunomide group; in months 12-24, 88% of patients in the Kesimpta group achieved NEDA vs 48% in the teriflunomide group.i, ii



The American Academy of Neurology Practice Guideline: Disease-modifying therapies for Adults with Multiple Sclerosis states that treatment with an approved disease modifying therapy (DMT) is an effective strategy to reduce relapses and MRI activity. Additionally, the guideline describes various reasons for the need to switch therapy, including non-adherence, breakthrough disease (switch to an agent with a different MoA), adverse events, or contraindications to the current therapy. iii  Continuity of care with a disease-modifying therapy is key to preventing disease progression.

Kesimpta is medically necessary for my patient, enter patient name.  I respectfully request that you choose consider/reconsider coverage for this patient. Thank you in advance for your timely response.

Sincerely,

Click or tap here to enter text.
Click or tap here to enter text.
Click or tap here to enter text.
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