DRUG NAME
BENEFIT TYPE
STATUS

Oxbryta (voxelotor)
Pharmacy
Prior Authorization Required

Oxbryta, approved by the FDA in 2019, is a hemoglobin S polymerization inhibitor indicated for the treatment
of sickle cell disease (SCD) in adults and pediatric patients 4 years of age and older. It binds to HbS and
exhibits preferential partitioning to red blood cells (RBCs). By increasing the affinity of Hb for oxygen, it
demonstrates inhibition of HbS polymerization. Nonclinical studies suggest that Oxbryta may inhibit RBC
sickling, improve RBC deformability, and reduce whole blood viscosity. This indication is approved under
accelerated approval based on increase in hemoglobin (Hb). Continued approval for this indication may be
contingent upon verification and description of clinical benefit in confirmatory trial(s).

Sickle cell disease is caused by an inherited mutation in the beta globin gene, resulting in abnormal
hemoglobin called sickle hemoglobin (HbS). Red blood cells become rigid, undergo premature hemolysis
leading to anemia, and become unable to transport oxygen to critical organs. Patients experience severe pain
from vaso-occlusive crises. First line therapy for sickle cell patients is hydroxyurea.

Oxbryta (voxelotor) will be considered for coverage when the following criteria are met:

Sickle Cell Disease (SCD)

For initial authorization:

1. Member must be 4 years of age or older; AND

2. Medication is prescribed by or in consultation with a hematologist; AND

3. Member has a confirmed diagnosis of sickle cell disease with at least ONE vaso-occlusive crisis within
the past 12 months; AND

Member has a baseline hemoglobin level between 5.5-10.5 g/dL documented in chart notes; AND
Member has had a 6-month trial of hydroxyurea and the trial was ineffective or not tolerated; AND
Medication will NOT be used concurrently with Adakveo (crizanlizumab-tmca) therapy.

Dosage allowed/Quantity limit: Quantity Limit: 90 tablets per 30 days.

a) 12 years and older: 1,500 mg by mouth daily.

b) 4 years of age to less than 12 years of age: see table below.

No ok

Body Weight

Recommended Dose (Once Daily)

40 kg or greater 1,500 mg
20 kg to less than 40 kg 900 mg
10 kg to less than 20 kg 600 mg

If all the above requirements are met, the medication will be approved for 6 months.
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For reauthorization:
1. Chart notes have been provided showing an increase in hemoglobin by at least =1 g/dL from baseline.

If all the above requirements are met, the medication will be approved for an additional 12 months.

CareSource considers Oxbryta (voxelotor) not medically necessary for the
treatment of conditions that are not listed in this document. For any other
indication, please refer to the Off-Label policy.

DATE ACTION/DESCRIPTION
04/30/2020 New policy for Oxbryta created.
02/21/2022 Transferred to new template. Removed must meet initial criteria from reauth. Updated
age limit to 4 years. Updated dosing. Added references.
01/23/2024 Increased hydroxyurea trial from 3 months to 6 months; removed absence chronic
blood transfusions requirement; updated, added, removed references; removed
prescriber specialty being physician who has experience in treating sickle cell disease.
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