ARTISAN® Myopia PIOL | US Phase III Clinical Investigation

In October 1997, the U.S. Clinical Investigation of the Artisan® Myopia Lens began, with Maurice John, M.D. performing
the first implant at the John-Kenyon Eye Center in Jeffersonville, IN. Since then, a total of twenty-two investigational
sites have participated in the first three phases of the study, nearly completing the protocol enrollment of 550 cohort
study subjects. All study subjects will be monitored for a minimum of two years to determine the safety and efficacy of

the device.

Study Inclusion Criteria

® Correction of axial myopia from -5.0 D to -20.0 D
® Preoperative endothelial cell count >2000 ¢/mm?diameter
® Subject age ranges from 21 to 54 years.
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* 2 subjects 20/15 Preop - 20/20 Postop
1 subject 20/20 Preop - 20/25 Postop

® Anterior chamber depth>3.2 mm
® Mesopic pupil size < IOL Optic

® Preoperative cylinder < 2.5 D.

ARTISAN® Myopia Lens Model
(Optic Size) Distribution
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Endothelial Cell Loss / Gain
Pre-Op vs 6 months & 1 year
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