
Clinical Documentation Considerations 
Payers may require documentation of medical necessity criteria, drug information, and other 
information to support prior authorization and coverage decision making for OXLUMO® (lumasiran).  
While payer coverage criteria vary by plan, below is a summary of select payer coverage requirements.  

This information is provided as a guide to support payer interaction and reimbursement; however, the 
level of information required will vary based on key areas that the payer requires to be addressed to 
demonstrate medical necessity.

Note: Medical chart documentation should be based on each patient’s individual history, prior testing results, clinical 
condition, and actions actually performed by the clinician and other parties.

Select Payer Coverage Criteria for Initiation of Treatment with OXLUMO

Clinical Criteria Examples of Documentation Requirements

Diagnosis (primary 
hyperoxaluria type 1 [PH1])

• Genetic testing demonstrating mutation in the alanine:glyoxylate
aminotransferase (AGXT) gene

• Liver biopsy demonstrating significantly decreased or absent
alanine:glyoxylate aminotransferase (AGT) enzyme activity

Estimated glomerular 
filtration rate (eGFR)

• Pretreatment estimated glomerular filtration rate (eGFR) of greater than or
equal to 30 mL/min/1.73 m2

Biomarkers

• Elevated urinary oxalate level ≥ 0.7 mmol /1.73 m2 per day*
• Urinary oxalate/creatinine ratio above the laboratory’s age-specific normal

reference range
• Increased plasma oxalate and glyoxylate concentrations

Clinical features

• Patient will/is using OXLUMO in combination with high fluid intake (at least 3
liters/1.73 m2 per day)

• Patient will/is using OXLUMO in combination with pyridoxine OR has had
inadequate response to pyridoxine

• Patient has not received a liver transplant

Prescriber specialty • Medication is prescribed by, or in consultation with, a specialist (e.g.,
geneticist, nephrologist, urologist) with expertise in PH1

*Urinary oxalate level requirements may vary by plan

It is important to note that the information discussed in this guide is general in nature and does not 
capture all of the variation in coverage requirements across payers.  Providers should always check with 
their Medicare contractor, state Medicaid program, and private payers to confirm coverage requirements.

Please see Indication and Important Safety Information on page 2 
and full Prescribing Information.

https://www.oxlumohcp.com
https://www.alnylam.com/wp-content/uploads/pdfs/GIVLAARI-Prescribing-Information.pdf
https://www.alnylam.com/OXLUMO-us-prescribing-information
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INDICATION
OXLUMO® (lumasiran) is indicated for the 
treatment of primary hyperoxaluria type 1 (PH1) 
to lower urinary oxalate levels in children and 
adults.

IMPORTANT SAFETY INFORMATION
Adverse Reactions

The most common adverse reaction that 
occurred in patients treated with OXLUMO 
was injection site reaction (38%). Symptoms 
included erythema, pain, pruritus, and swelling.

Pregnancy and Lactation

No data are available on the use of OXLUMO 
in pregnant women. No data are available on 
the presence of OXLUMO in human milk or its 
effects on breastfed infants or milk production. 
Consider the developmental and health benefits 
of breastfeeding along with the mother’s clinical 
need for OXLUMO and any potential adverse 
effects on the breastfed child from OXLUMO or 
the underlying maternal condition.

For additional information about OXLUMO, 
please see full Prescribing Information.

Monday–Friday, 8am–6pm
: 1-833-256-2748   |   : 1-833-256-2747

To learn more about OXLUMO® (lumasiran), 
visit www.OXLUMOHCP.com. 
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