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PHARMACY POLICY STATEMENT

Marketplace

DRUG NAME Vijoice (alpelisib)
BILLING CODE Must use valid NDC
BENEFIT TYPE Pharmacy

SITE OF SERVICE ALLOWED Home

STATUS Prior Authorization Required

Vijoice is a phosphatidylinositol-3-kinase (PI3K) inhibitor indicated for the treatment of adult and pediatric
patients 2 years of age and older with severe manifestations of PIK3CA-Related Overgrowth Spectrum
(PROS) who require systemic therapy. It was approved under the FDA accelerated approval pathway and is
the first approved treatment for PROS. Existing treatment strategies include surgery, interventional radiology,
and symptom management.

PROS is a group of rare conditions characterized by overgrowth of various parts of the body, caused by
mutations in the PIK3CA gene which has a role in regulating cell growth and division. Mutation can result in
uncontrolled growth of the affected tissue(s).

Vijoice was studied in the EPIK-P1 clinical trial, a retrospective chart review in 37 patients. In the study, 27%
had a radiological response at week 24, and 60% had a response lasting at least 12 months.

Of note, alpelisib is marketed under the brand name Pigray for the treatment of breast cancer.

Vijoice (alpelisib) will be considered for coverage when the following criteria are met:

PIK3CA-Related Overgrowth Spectrum (PROS)

For initial authorization:
1. Member is at least 2 years of age; AND
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For reauthorization :

1. Documentation must be provided to show at least 20% reduction in the sum of measurable target
lesion volume from baseline; AND

2. No progression of non-target lesions; AND

3. No appearance of new lesions.

If all the above requirements are met , the medication will be approved for an additional 6 months.

CareSource considers Vijoice (alpelisib)  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
06/21/2022 New policy for Vijoice created.
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