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Dear Dr. Nevyas:

The Food and Drug Administration (FDA) has reviewed the supplement to your
investigational device exemptions ODE) application addressing glare testing validation and
proposing an expansion of your investigation to include both myopic and hyperopic
retreatments (enhancements). FDA cannot aporove your request as proposed because you
have not shown stability of manifest refraction, and you have not presented sufficient detail
for your hyperopic retreatment. FDA will conditionally approve, however, an expansion to
include myopia and myopic astigmatism retreatments at this time. If you agree to conduct
Your investigation within the modified limit (myopia and myopic astigmatism retreatments
only), you may irn lernent that char.-e at the institution where ou have • stained
institutional review board r aporov. . Your investigation is limited to 1 institution and
225 subjects: 150 subjects (300 eyes) for low myopia (-0.5 to -6.75 D myopia plus up to -7 D
astigmatism); 50 subjects (100 eyes) for high myopia (- 7 to -15 D with up to -7 D astigmatism);
and, 25 subjects (50 eyes) for enhancements of subjects treated prior to IDE approval (-0.5 to -
15 D myopia with up to -7 D astigmatism).

If you do not agree to this modified limit , you should consider this letter as a disapproval of
your request for an expansion of the investigation, and you have an opportunity to
regulatory hearing as described in the enclosure "Procedures to Request a Regulatory

Hearing."
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Since FDA believes this change affects the rights, safety or welfare of the subjects, you must
also obtain institutional review board (TaB) approval before implementing this change

;r,vecric-ar.i on (21 CFR. 812.35(a)).


