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Zolgensma is indicated for the treatment of:
= patients with 5q spinal muscular atrophy (SMA) with a bi-allelic mutation in the SMN1 gene and a clinical
diagnosis of SMA Type 1, or
= patients with 5q SMA with a bi-allelic mutation in the SMN1 gene and up to 3 copies of the SMN2 gene.
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4.6 Fertility, pregnancy and lactation

Pregnancy

There are no data from the use of onasemnogene abeparvovec in pregnant women. Animal studies do not
indicate direct or indirect harmful effects with respect to reproductive toxicity (see section 5.3). It is not known
whether onasemnogene abeparvovec has the potential to be transferred to the foetus in humans. Zolgensma is
not intended for administration to women of childbearing potential.

Breast-feeding

There is no information available on the presence of onasemnogene abeparvovec in human milk, the effects
on the breast-fed infant or the effects on milk production. Zolgensma is not intended for administration to
women of childbearing potential.

Fertility

There are no data on the effect of onasemnogene abeparvovec on human fertility. In animal fertility studies,
onasemnogene abeparvovec did not impact fertility in male or female mice at doses up to 1.1 x 10" vg/kg
administered intravenously (see section 5.3).



