References for CEQUA® (cyclosporine ophthalmic solution) 0.09%

aStudy Design: In the Phase 2/3 and Phase 3 studies, patients were randomized to receive twice-daily
treatment with CEQUA (n=152) or vehicle (n=152; Phase 2/3), or CEQUA (n=371) or vehicle (n=373; Phase 3)
for up to 3 months. The primary efficacy endpoint was the percentage of eyes with improvement from
baseline in the Schirmer test score (210 mm increase) at month 3 and a key secondary efficacy endpoint was
complete clearing of central corneal staining (Phase 3 study). Snellen visual acuity was a safety endpointin
both trials and used in the pooled efficacy analysis in an exploratory manner.'®

bStudy Design: Ocular tissue distribution was evaluated in a total of 40 female New Zealand white rabbits
that received a single dose (both eyes) of cyclosporine 0.05% with NCELL® Technology (n=20) or a
commercially available cyclosporine 0.05% emulsion (n=20; Restasis®, Allergan). Pharmacokinetic
parameters for cyclosporine exposure were assessed in tears, whole blood, and ocular tissues.®

‘Instillation site pain included burning and stinging.
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