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Specialty Guideline Management
Lupkynis

Products Referenced by this Document

Drugs that are listed in the following table include both brand and generic and all dosage forms and
strengths unless otherwise stated. Over-the-counter (OTC) products are not included unless otherwise
stated.

Brand Name Generic Name
Lupkynis voclosporin
Indications

The indications below including FDA-approved indications and compendial uses are considered a covered
benefit provided that all the approval criteria are met and the member has no exclusions to the prescribed
therapy.

FDA-approved Indications’
Lupkynis is indicated in combination with a background immunosuppressive therapy regimen for the

treatment of adult patients with active lupus nephritis (LN).

Limitations of Use

Safety and efficacy of Lupkynis have not been established in combination with cyclophosphamide. Use of
Lupkynis is not recommended in this situation.

All other indications are considered experimental/investigational and not medically necessary.

Documentation

Submission of the following information is necessary to initiate the prior authorization review:
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Initial requests

Medical records (e.g., chart notes, laboratory reports) documenting the presence of autoantibodies
relevant to systemic lupus erythematous (SLE) (e.g., antinuclear antibodies [ANA] by immunofluorescence
[IFA] 1:80 or higher, anti-double-stranded DNA [anti-ds DNA], anti-Smith [anti-Sm], antiphospholipid
antibodies, low complement proteins), or kidney biopsy supporting the diagnosis.

Continuation requests

Medical records (e.g., chart notes, lab reports) documenting disease stability or improvement.

Prescriber Specialties

This medication must be prescribed by or in consultation with a rheumatologist, nephrologist, or a
specialist in the treatment of lupus nephritis.

Exclusions

Coverage will not be provided for members using Lupkynis in combination with cyclophosphamide.

Coverage Criteria

Active Lupus Nephritis'®

Authorization of 12 months may be granted for treatment of active lupus nephritis in members 18 years of
age or older when all of the following criteria are met:

¢ The member meets either of the following:
= Lupus nephritis is confirmed on kidney biopsy
» If akidney biopsy is not feasible or if the member is not a candidate for kidney biopsy,
prior to initiating therapy, the member is positive for autoantibodies relevant to SLE (e.g.,
ANA by IFA 1:80 or higher, anti-ds DNA, anti-Sm, antiphospholipid antibodies, low
complement proteins)
¢ Member has clinically active lupus renal disease and is receiving background therapy with
mycophenolate mofetil (MMF) with corticosteroids.

¢ Member must have an estimated glomerular filtration rate (eGFR) greater than 45 mL/min per
1.73 m?
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Continuation of Therapy

Authorization of 12 months may be granted for continued treatment in members requesting
reauthorization for an indication listed in the coverage criteria who achieve or maintain a positive clinical
response as evidenced by low disease activity or improvement in signs and symptoms of the condition.
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