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Commercial/Healthcare Exchange PA Criteria
Effective: February 6™, 2019

Prior Authorization: Galafold

Products Affected: Galafold (migalastat) oral capsules

Medication Description:

Migalastat is indicated for the treatment of adults with a confirmed diagnosis of Fabry disease and an amenable
galactosidase alpha gene (GLA) variant based on in vitro assay data. Amenable GLA variants are detailed in the
prescribing information. This indication is approved under Accelerated Approval based on reduction in kidney interstitial
capillary cell globotriaosylceramide (KIC GL-3) substrate.

Migalastat is an alpha-Gal A pharmacological chaperone that reversibly binds to the active site of the alpha-
galactosidase A (alpha-Gal A) protein (encoded by GLA). Migalastat restores the activity of alpha-Gal A by selectively
binding to the active sites of certain mutant forms of alpha-Gal A, stabilizing them in the endoplasmic reticulum.

Migalastat is given as 123 mg orally once every other day at the same time of the day and should be given on an
empty stomach. Food is not to be consumed at least 2 hours before and 2 hours after taking migalastat to allow for a
minimum fast of 4 hours. The patient may consume clear liquids during the 4-hour period.

Covered Uses: Treatment of adults with a confirmed diagnosis of Fabry disease and an amenable galactosidase alpha
gene (GLA) variant based on in vitro assay data.

Exclusion Criteria: N/A

Required Medical Information:
1. Documented diagnosis of Fabry disease with an amenable galactosidase alpha gene (GLA) variant

Age Restrictions: 18 years and older.

Prescriber Restrictions: N/A

Coverage Duration: 12 months

Other Criteria:
A. Patient has a documented diagnosis of Fabry disease; AND
B. Patient has an amenable galactosidase alpha gene (GLA) variant; AND
C. WIill NOT be used in combination with agalsidase beta (Fabrazyme).
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