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Drug Therapy Guidelines 
 

                                                                                              Applicable* 

Kesimpta® (ofatumumab) 

Medical Benefit x Effective: 8/1/22 

Pharmacy- Formulary 1 x Next Review:  9/23 

Pharmacy- Formulary 2 x Date of Origin:  12/20 

Pharmacy- Formulary 3/Exclusive x Review Dates: 9/20, 9/21, 6/22 

Pharmacy- Formulary 4/AON x 

 

I. Medication Description 

 

Ofatumumab is a fully human monoclonal antibody that binds specifically to the CD20 molecule expressed on 

normal B lymphocytes. The precise mechanism by which ofatumumab exerts its therapeutic effects in multiple 

sclerosis is unknown, but is presumed to involve 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. 

 

II. Position Statement 

 

Coverage is determined through a prior authorization process with supporting clinical documentation for every 
request. 

 

When administered by a healthcare professional, Kesimpta is considered a medical benefit (only the first dose is 
eligible for coverage under the medical benefit). In all other situations, Kesimpta is considered a pharmacy 
benefit. 

 

III. Policy 

 

Coverage of Kesimpta is available when the following criteria are met: 

• Member has a diagnosis of a relapsing form of multiple sclerosis (MS) including clinically isolated 

syndrome, relapsing-remitting disease, and active secondary progressive disease AND 

• Medication is prescribed by or in consultation with a neurologist AND 

• Member is 18 years of age or older AND 

• Member is not receiving Kesimpta in combination with another disease modifying agent (e.g. interferon 

beta preparations, glatiramer acetate, dimethyl fumarate) for the treatment of multiple sclerosis 

 

IV. Quantity Limitations 

 

 Coverage is available as follows: 

• Initial 30 days: 60mg (3 prefilled pens for initial doses at week 0, 1, and 2) 

• Maintenance every 28 days (starting at week 4): 20mg (1 prefilled pen) 

 

V. Coverage Duration 

 

Initial coverage is provided for up to 6 months and may be renewed in up to 12 month intervals. 
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VI. Coverage Renewal Criteria 

 

Coverage may be renewed based upon the following criteria: 

• Stabilization of disease or in absence of disease progression AND 

• Absence of unacceptable toxicity from the drug.  

 

VII. Billing/Coding Information 

 

 Kesimpta is available as follows: 

• 20 mg/0.4 mL solution in a single-dose prefilled Sensoready® pen or syringe 

• J3590: Unclassified biologics 

 

VIII. Summary of Policy Changes 

 

• 12/15/20: new policy 

• 11/29/21: no policy changes 

• 8/1/22: no policy changes 
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The Plan fully expects that only appropriate and medically necessary services will be rendered.  The Plan reserves the right to conduct pre-payment and post-payment 

reviews to assess the medical appropriateness of the above-referenced therapies.  

The preceding policy applies only to members for whom the above named pharmacy benefit medications are included on their covered formulary.  Members with 

closed formulary benefits are subject to trying all appropriate formulary alternatives before a coverage exception for a non-formulary medication will be considered.   

 

The preceding policy is a guideline to allow for coverage of the pertinent medication/product, and is not meant to serve as a clinical practice guideline. 

*These guidelines are not applicable to benefits covered under Medicare Advantage. Medicare Advantage benefit coverage requests are reviewed in accordance with 

the guidance set forth in Chapter 15 Section 50 of the Centers for Medicare & Medicaid Services Medicare Benefit Policy Manual. 


