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LUXTURNA, concentrate and solvent for solution for injection
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Luxturna is indicated for the treatment of adult and paediatric patients with vision loss due
to inherited retinal dystrophy caused by confirmed biallelic RPE65 mutations and who have
sufficient viable retinal cells.
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4.8 Undesirable effects

Description of select adverse reactions

Chorioretinal atrophy

Chorioretinal atrophy was reported as progressive in some patients. Events were temporally related to
treatment and occurred in the estimated treated area of the bleb site and outside of the bleb area. Isolated
cases of retinal atrophy extending to the fovea with visual impairment were reported.
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