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Fabrazyme is indicated in adults, children
and adolescents aged 8 years and older
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Paediatric populat!on _ administration
The safety and efficacy of Fabrazyme in
children aged 0 to7 years have not yet been
established. Currently available data are
described in sections 5.1 and 5.2 but no
recommendation on posology can be made in
children aged 5 to 7 years. No data are
available in children 0 to 4 years

bw K9 DT, TR TR0 TAMWT ANAR 0NN YTIR 4.8 Undesirable
(X927 Thwa R1znb I AT YD effects

Limited information from clinical trials
suggests that the safety profile of Fabrazyme
treatment in paediatric patients ages 5-7,
treated with either 0.5 mg/kg every 2 weeks
or 1.0 mg/kg every 4 weeks is similar to that
of patients (above the age of 7) treated at
1.0 mg/kg every 2 weeks.

In an additional 5-year open-label paediatric 5.1
study, 31 male patients aged 5 to 18 years Pharmacodynamic
were randomized prior to the onset of properties

clinical symptoms involving major organs
and treated with two lower dose regimens
of agalsidase beta, 0.5 mg/kg every 2 weeks
or 1.0 mg/kg every 4 weeks. Results were
similar between the two treatment groups.
Superficial skin capillary endothelium GL-3
scores were reduced to zero or maintained
at zero at all time points post-baseline upon
treatment in 19/27 patients completing the
study without a dose increase. Both baseline
and 5-year kidney biopsies were obtained in
a subset of 6 patients: in all, kidney capillary
endothelium GL-3 scores were reduced to
zero but highly variable effects were
observed in podocyte GL-3, with a reduction




in 3 patients. Ten (10) patients met per
protocol dose increase criteria, two (2) had a
dose increase to the recommended dose of
1.0 mg/kg every 2 weeks.

In another study with 30 paediatric patients 5.2 Pharmacokinetic
with available pharmacokinetics data, aged 5 properties

to 18 years, treated with two lower dose
regimens of 0.5 mg/kg every 2 weeks and
1.0 mg/kg every 4 weeks, mean CL was 4.6
and 2.3 ml/min/kg, respectively, mean Vss
was 0.27 and 0.22 I/kg, respectively, and
mean elimination half-life was 88 and 107
minutes, respectively. After IgG
seroconversion, there was no apparent
change in CL (+24% and +6%, resp.), while
Vss was 1.8 and 2.2 fold higher, with the net
effect being a small decrease in Cmax (up to -
34% and -11%, resp.) and no change in AUC
(-19% and -6%, resp.).




