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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable* 

Oxlumo™ (lumasiran) 

Medical Benefit x Effective: 7/1/22 

Pharmacy- Formulary 1  Next Review: 03/23 

Pharmacy- Formulary 2  Date of Origin: 03/21 

Pharmacy- Formulary 3/Exclusive  Review Dates: 03/21, 4/22 

Pharmacy- Formulary 4/AON  

 

I. Medication Description 

 

Oxlumo is a HAO1-directed small interfering ribonucleic acid (siRNA) that works by degrading messenger RNA 

and reducing the synthesis of glycolate oxidase (GO) to inhibit the production of oxalate in patients with primary 

hyperoxaluria type 1 (PH1). 

 

II. Position Statement 

 

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

request.  

 

III. Policy 

  

 Coverage of Oxlumo is available when the following criteria have been met: 

• The medication is prescribed by a nephrologist, urologist or rare disease specialist AND 

• Diagnosis of primary hyperoxaluria type 1 (PH1) with AGXT gene mutation confirmed by chart notes 

AND 

• Member has an eGFR ≥30 mL/min/1.73 m2 AND 

• The member does not have a history of kidney or liver transplantation AND 

• ONE of the following: 

o The member has failed a 3-month trial of pyridoxine (defined as an inadequate lowering of 

urinary oxalate levels) OR 

o The member will be taking concurrent pyridoxine 

 

IV. Quantity Limitations 

  

 Coverage is available for sufficient quantities to allow FDA approved weight-based dosing 

 

V. Coverage Duration 

 

Coverage is available for 6 months and may be renewed.  

 

VI. Coverage Renewal Criteria 

 

 Coverage can be renewed based upon the following criteria: 
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• Reduction of urinary oxalate secretion from baseline 
 

VII. Billing/Coding Information 

 

 Oxlumo (J3490, J3590) is available as 94.5mg/0.5mL vials 

 

 Pertinent indications:  

• Primary hyperoxaluria - E72.53   

 

VIII. Summary of Policy Changes 

  

• 5/28/21: new policy 

• 7/1/22: no policy changes 
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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. 


