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Skyclarys is indicated for the treatment of Friedreich’s ataxia in adults and adolescents aged 16 years
and older.
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4.6 Fertility, pregnancy and lactation

Omaveloxolone is present in the milk of lactating rats and resulted in treatment-related effects in
offspring (see section 5.3).

5.2 Pharmacokinetic properties
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5.3 Preclinical safety data

Non-clinical data reveal no special hazard for humans based on conventional studies of safety
pharmacologyyiand genotoxicit potential.

In rats, findings-efomaveloxolone
irreversible kidney inju

multifocal renal tubular
degeneration/regeneration accompanied by proteinuria) h at clinically relevant
dose levels in rats after 28 days of daily oral exposure up to 6 months.
Furthermore, reversible ﬂ hyperplasia of the Gl tract (forestomach, oesophagus,
larynx) was observed in rats and monkeys already after 28 days of dosing, up to 6 or 9 months
in rats and monkeys, respectively. In one male rat from the high dose group at 6 months

dosing, the squamous epithelial hyperplasia was associated with a squamous cell carcinoma
involving the non-glandular and glandular stomach.
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