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Line of Business Policy Applies to: All lines of business (except Medicare)

Criteria

l.  Initial Approval Criteria
A. Fabry Disease (must meet all):
1. Diagnosis of Fabry disease confirmed by one of the following (a or b):
a. Enzyme assay demonstrating a deficiency of alpha-galactosidase activity;
b. DNA testing;
2. Presence of at least one amenable GLA variant (mutation), as confirmed by one of the following
resources (a, b, or ¢):
a. Galafold® Prescribing Information brochure (package insert; Section 12, Table 2);
b. Amicus Fabry GLA Gene Variant Search Tool:_http://www.galafoldamenabilitytable.com/hcp;
c. Amicus Medical Information at 1-877-4AMICUS or medinfousa@amicusrx.com;
3. Galafold® is not prescribed concurrently with Fabrazyme®.
Approval Duration
All Lines of Business (except Medicare): 6 months

Il.  Continued Therapy Approval
A. Fabry Disease (must meet all):
1. Auto-approval based on lookback functionality within the past 120 days as a proxy for member
responding positively to therapy.
Approval Duration
All Lines of Business (except Medicare): 12 months
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Review/Revision History Review/Revised Date P&T Approval Date

Policy established. 1/2020 02/07/2020

Policy was reviewed: 06/15/2020 09/14/2020
1. Continued Therapy criteria Il.A.1 was rephrased to
“Currently receiving medication that has been
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authorized by RxAdvance...”
2. References reviewed and updated.

Policy was reviewed:

1. Continued therapy approval criteria Il.A.1 was updated
to “Member is currently receiving medication...”.

2. References updated.

Policy was reviewed:

1. |Initial Approval Criteria I.A.2 was updated to add
nephrologist, or a physician who specializes in the
treatment of Fabry disease.

2. References were reviewed and updated.

Policy was reviewed:

1. Initial Approval Criteria, I.A.1: Updated diagnostic
criteria from Diagnosis of Fabry disease to Diagnosis of
Fabry disease confirmed by one of the following (a or
b):

a. Enzyme assay demonstrating a deficiency of alpha-
galactosidase activity;
b. DNA testing.

2. Initial Approval Criteria, .A.2: Updated prescriber
criteria from Prescribed by or in consultation with a
clinical geneticist, nephrologist or a physician who
specializes in the treatment of Fabry disease to
Prescribed by or in consultation with a clinical
geneticist, cardiologist, nephrologist, neurologist, or a
physician who specializes in the treatment of Fabry
disease.

3. References were reviewed and updated.

Policy was reviewed.

Policy was reviewed:

1. Removed age restrictions.

2. Removed prescriber restrictions.

3. Removed dose restrictions.

4. Updated Continued therapy approval with auto-
approval based on lookback functionality within
the past 120 days.

5. Removed reauthorization requirement for positive
response to therapy.

6. Updated approval duration verbiage.

7. References were reviewed and updated.
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