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Re:  G$7008%/S15

Suilivan Excimer Luser Systam QN ‘Model)

tndications for Use: LASIK (Laser-Assisted In Sinu Kemnomileusis) o correct myopia of
0.5 to -15 Diopters (D) with up to <7D of astigmatsm for protocol NEV-97-001
Myopia; and, LASIK retreatment to corre=t myopia and myopic astigmatism of £yes
weated with this laser pror to IDE apmoval :

Dated: Japuary 3, 1999 -

Recsived: Januasy . 1999

HCFA Category: A-2

Vex: Annual Report Dus: Angust 7, 1998

Dear Dr. Nevvas:

The Food and Drug Adminisadon (FDA) has reviswed the supplement © your inv estigutional
dzvics cxemptions (IDE) application providing validatior daza for the contrast semsitivity study.
You have corrected the deficiency cited in our Septemees 22, 1998 conditianal approval lecter.
Your application is approved, and you wmay continus your investigation at the institution enrolled
in vous invesdgeton whers you have obtained iastrurional review board (IRB) approval. Your
invesdgation s limited w0 ons institution and 1015 subjects (2030 sy=s): 990 subjects (1980 syes)
fae myopia (- 0.5 10 .1sDwithuptw-7D aydgmarism); apd, 25 subjects (50 eyes) for
mhoncements of subjects weated prior 1o [DE anprovai (0.5 o -15 D myopia with wp to -7 D
asCg—ansm). » ' :

Plyase de aware of the following:

I Tabls 1-1, the dara appear T be quits scantered, wirh soms subjects actually
inceasing in sensitivity during glare (c.g, 1ec BC & C3 a3 cycles per degree
(CPD)), while others are scversly compromised (see ZM). In ordar 10 reduce
variability in the data in the conmast senzitivity stady, the person administering the
rest should have expericncs iny this test and the subjects saould be well trained prior ©0

tysdng.
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