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Galafold 123mg is indicated for long-term treatment of adults and
adolescents aged 16 years and older with a confirmed diagnosis of Fabry
disease (a-galactosidase A deficiency) and who have an amenable
mutation.
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Missed dose

Galafold 123 mg should not be taken on 2 consecutive days. If a dose is missed entirely for the day,
patients the patient should take the missed dose of Galafold 123mg only if it is within 12 hours of the
normal time the dose is taken.If more than 12 hours has passed the patient should resume taking
Galafold 123 mg at the next planned dosing day and time according to the every other day dosing
schedulec

Method of administration

For oral use. Galafold 123 mg exposure is decreased by approximately 40% when taken with food and
therefore it should not be taken-within consumed at least 2 hours before er and 2 hours after feed-
taking Galafold 123mg to give a minimum 4 hours fast. Clear liquids, including carbonated drinks, can
be consumed during this period. Galafold123 mg should be taken every other day at the same time of
day to ensure optimal benefits to the patient.
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5.1 Pharmacodynamic properties

Clinical efficacy and Safety
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The first OLE trial (AT1001-041) included patients from Phase 2 and Phase 3 studies and has
completed. The mean extent of the marketed dose of Galafold 123mg QOD in patients completing
study AT1001-041 was 3.57(+1.23) years (n=85).The maximum exposure was 5.6 years.

The second OLE trial (AT1001-042) included patients that both transferred from OLE study
AT1001-041 and directly from Phase 3 study ATTRACT, and is going

Renal Function

In the ERT- naive trial and open label extension, renal function remained stable for 3 up to 5 years of
treatment with Galafold 123 mg. After an average of 36-wenths 3.4 years of treatment, the mean
annualised rate of change in eGFRckp.ep; was -8-81 0.74 ml/min/1.73 m? (95% Cl: -2-00 1.89, 8-37
40; n=41 ). No clinically significant differences were observed during the initial 6-month placebo-
controlled period.

Left Ventricular Mass Index (LVMIi)

In the ERT-naive trial, Galafold 123 mg resulted in a statistically significant decrease in LVMi (p< 0.05);
the mean change from baseline in LVMi at Month 18 to 24 was -7.7 (95% Cl: -15.4, -0.01; n=27). After
follow up in the OLE, the mean change from baseline in LVMi at Month 30-te 36 was -37-0 8.3(95% Cl:
-26-2—79 17.1,0.4 ; n=45 25 at Month 48was -9.1(95% Cl:-20.3; n=18) The mean change from
baseline in LVMi at Month 18 to 24 in patients with left ventricular hypertrophy at baseline (females
with baseline LVMi > 95 g/m? or males with baseline LVMi > 115 g/m?) was -18.6 (95% Cl: -38.2, 1.0;
n=8). After follow up in the OLE, the mean change from baseline in LVMi in patients with left
ventricular hypertrophy at baseline at Month 38-te 36 was -30.0 (95% Cl: -57.9, -2.2; n=4 and at Month
48was -33.1(Cl:-60.9,-5.4: n=4). No clinically significant differences in LVMi were observed during the
initial 6-month placebo-controlled period.

6.3 Shelf life
3 4 years
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