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Drug Therapy Guidelines 
 

                                                                                              Applicable* 

Benlysta® (belimumab) 

Medical Benefit x Effective: 12/5/22 

Pharmacy- Formulary 1 x Next Review: 3/23 

Pharmacy- Formulary 2 x Date of Origin: 6/11 

Pharmacy- Formulary 3/Exclusive x Review Dates: 3/11, 3/12, 3/13, 3/14, 9/15, 9/16, 9/17, 9/18, 9/19, 

9/20, 3/22, 6/22, 10/22 Pharmacy- Formulary 4/AON x 

 

I. Medication Description 

 

Benlysta is the first in a class of drugs called BLyS-specific inhibitors, and is indicted for the treatment of systemic 

lupus erythematosus (SLE). Belimumab blocks the binding of soluble BLyS, a B-cell survival factor, to its receptors 

on B cells. By binding BLyS, belimumab inhibits the survival of B cells, including autoreactive B cells, and reduces 

the differentiation of B cells into immunoglobulin-producing plasma cells.  

II. Position Statement 

 

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

request. 

Benlysta vial for injection is considered a medical benefit (healthcare professional administration only). 

Benlysta prefilled autoinjector or prefilled glass syringes are considered a pharmacy benefit. 

 

III. Policy 

 

 Coverage of Benlysta will be provided for the following: 
 

• Systemic lupus erythematosus (SLE) 

o Member has a diagnosis of active, autoantibody (ANA) positive systemic lupus erythematosus 

(SLE) AND 

o Member is 5 years of age or older AND 

o Medication is prescribed by a nephrologist or rheumatologist AND 

o Member is already receiving standard therapy for SLE that includes at least ONE of the following 

agents: 

▪ Glucocorticoids (e.g. prednisone), antimalarials (e.g., hydroxychloroquine or 

chloroquine), immunosuppressants (e.g., azathioprine, methotrexate, mycophenolate) 

AND 

o Benlysta is not used as monotherapy AND 

o Benlysta will not be used in combination with other biologics (including rituximab) AND 

o It is confirmed that the member does not have severe active central nervous system lupus. 

 

• Lupus Nephritis 

o Member has a diagnosis of active, autoantibody (ANA) positive systemic lupus erythematosus 

(SLE) AND 

o Member is at least 5 years of age AND 

o Medication is prescribed by a nephrologist or rheumatologist AND 
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o Lupus nephritis disease severity is provided and documented to be class III (focal lupus 

nephritis), class IV (diffuse lupus nephritis) or class V (membranous lupus nephritis) AND 

o The medication will be used concurrently with standard therapy for lupus nephritis during 

Benlysta initiation including at least one of the following: 

▪ Cyclophosphamide, a glucocorticoid, mycophenolate or azathioprine AND 

o Benlysta will not be used in combination with other biologics (including rituximab) AND 

o It is confirmed that the member does not have severe active central nervous system lupus. 

 

IV. Quantity Limitations 

 

• For Intravenous administration: 10mg/kg every 2 weeks for the initial 3 doses, then every 4 weeks as 

maintenance will be approved 

• For subcutaneous administration: 200 mg weekly (4 single-dose prefilled autoinjector or single-dose 

prefilled glass syringe per 28 days) will be approved 

 

V. Coverage Duration 

 

 Coverage is granted for up to 12 months and may be renewed. 

 

VI. Coverage Renewal Criteria 

 

Coverage can be renewed in the absence of unacceptable toxicities when a clinical benefit has been established 

and maintained compared to baseline.  

 

VII. Billing/Coding Information 

 

• Benlysta (belimumab) – J0490: 1 billable unit is 10mg  

• Available as: 

o Powder for injection (to be used for intravenous infusion): 

▪ 120mg/vial 

▪ 400mg/vial 

o Subcutaneous injection: 

▪ 200mg/ml in a single-dose prefilled autoinjector or single-dose prefilled glass syringe 

• Pertinent diagnosis:  

o Systemic lupus erythematosus - M32.10 

o Glomerular disease in systemic lupus erythematosus - M32.14 

 

VIII. Summary of Policy Changes 

 

• 6/15/12:  Benlysta therapy must be initiated by a rheumatologist for coverage consideration 

• 6/15/13: Warnings/Contraindications section updated 

• 6/15/14: specified that Benlysta is not approved as monotherapy; quantity limits updated to include 

induction therapy allowance 
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• 7/1/15: formulary distinctions made 

• 12/15/15: no policy changes 

• 9/15/16: no policy changes 

• 10/11/17: policy updated to include newly approved subcutaneous formulation and to allow coverage under 

the pharmacy benefit; quantity limits updated 

• 11/1/18: clarified medical/pharmacy benefit 

• 11/15/19: no policy changes 

• 1/1/21: updated age and exclusions in accordance with prescribing information 

• 5/28/21: added coverage for new indication of Lupus nephritis, extended approval duration to 1 year 

• 8/1/22: no policy changes 

• 12/5/22: updated age limit for lupus nephritis based on FDA label change 
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*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. 

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

 


