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Herbert J. Nevres,
Nevyas Eye Associas
D-L-11a-w-m-e Valley Stag=y Institute
333 City T.frie Avcrine

RP12. Cynwyd, PA 19044

JAN 2 0 1999

Re: 0970088/S15
Sullivana:cirner Laser Systazto. (Nevyas Modal)
Trrlications for Use: LASIK (L..as-As.q -ic.ted. In Situ Keratornaeusis) to correct myopia of

-0.5 to -15 DiuptE113(1)) with t to •7 D of ...-4 n groat .= far pr-_,tnc-,7, 1 NEV-97-001
Myopia; and, LASE( retreataent to correct myopia and myopic asti,Tnatism of eyes
rreet5c1 with this laser prior to IDE approval

January 5, 1999
Received: January 6, 1999
HCFA Category. A-2
Next Anarml Report D-ue: August 7, 1909

Dear Dr. Nevyas:

The Food and Drug Administration (FDA) }I? s reviewed 1-1-1/- supplerivat to your in.v deolianal
exemptions (IDE) applicaticrn providing validation d.a.ta for the contrast sensitivity study

You have corrected the dtho- leacy cited in our September 24, 1998 ecmaitional approval letter_
Your application is approved, and you may continue your investigation at the institution cnrollad
in your investigation where you have obta.i.ra i insti-wlional review board. (IRE) approval_ Your
investibation is limited to one institution and 1015 subjects (2030 eyes); 990 subjec (1980 eyes)
for myopia (- 0.5 to D with up to -7 D astigraatism); arid, 25 subj-ts (50 eyes) for
enhancements of subjects ated prior to IDE approval (-0.5 to -15 D myopia with up to -7 D
estigmaiiam)

Please be aware of the followina:
In Table 1-1, the data appear to be quite scatter:4 with some subjects actually
increasing in sensitivity during, glare s= BC & CB at 3 oycl= per degree
(CPD)), while others are sc-vezely compromie (see ZM). In. order to reduce
variability in the data in the contrast sennitivity study, the person administering the
teat should have expacienze in this test and the subjects thould be well trained prior to
testing.
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