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Overview
Galafold (migalastat) is indicated for treatment of adults with a confirmed diagnosis of Fabry disease and an
amenable galactosidase alpha gene (GLA) variant based on in vitro assay data

Galafold is approved under accelerated approval based on reduction in kidney interstitial capillary cell
globotriaoscylceramide (KIC GL-3) substrate. Continued approval of this indication may be contingent upon
verification and description of clinical benefit in confirmatory trials.

Coverage Guidelines
Authorization may be granted for members new to the plan within the past 90 days and are currently receiving
treatment with the requested medication, excluding when the product is obtained as samples or via
manufacturer’s patient assistance programs.
OR
Authorization may be granted when the following criteria is met:
1. Memberis 18 years of age or older
2. Diagnosis of Fabry disease
3. The prescriber is a clinical genetics specialist or nephrologist or consult with either specialist is provided
4. Submission of results from enzyme assay test showing reduced or absent a-galactosidase A (a-GAL)
enzyme activity in plasma, leukocytes, tears, or biopsied tissue
5. The member has GLA mutations which are amenable to treatment with Galafold

Limitations
1. Approvals will be granted for 12 months
2. Galafold will not be authorized in combination with enzyme replacement therapy (ERP)
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Review History

09/18/2019 — Reviewed

09/16/2020 — Reviewed at P&T.

12/11/2024 — Reviewed at December P&T. No changes. Effective 1/1/2025.
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