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Sullivan Excirrier Lamer System (Nevyas Model)
Indications for U30: LASTK (Laser-Assisied In Situ K.--ritoraileusis) to correct myopia of

-0.5 to -15 Diopters (D) with up to -7 D of astigmarism for protocol NEV-97-001
Myopia; and, LASIK. retreannetit to corner myopia and =Yogic astigmatism oC ;yes
zestexl with this Wier prior to IDE approval

Dazed: January 5= 1999

Received: January 6, 1999
.F.C.F.A Category: A-2
Next Annual Report Due: August 7, 1.999

'Dear Or. Nevyas:

The Food and Drug Administration (FDA) has reviewed the supplement to your investigational
3e• ice =grrnprions (j.DE) application providinrs validation: data for the contrast 41119ili'srity 3r1.147.

You have correct:xi the deficiency cited in our Sec:aerobe:2•, 1998 conditional approval letter.
Your application is approved., and you may ecrairwa your itvcsrigarion at the institution carolled
in •otz tnvestigazion where you have obtained iostrunonal review board (IRB) approval_ Your
investgatioals limited to one institution and 1015 pabje.cts (2030 eyes): 990 subjects (1980 eyes)
Dar =Tapia (- 0.5 to -15 D with up to -7 D astigmatism); =id, 25 Jubjects (50 eyes) for
mtonrements oY subjects treated prior TO UDE approval (-0.5 -15 D myopia with up to -7 D
asdg..matiam).

Please be aware of the following:
Ir. Table 1-1, the data appear to be quite scattered. with ratan 3ubject3 actually
inm-r-asing in sensitivity during glare (e.g., see BC dt C3 at 3 cycles per degree
(CPO)), others are severely compromised (see Z,M). In. order 14 reduce
variability in the data in the contrast sensitivity study, the person administering the
test siiQuid have experience in this test and the subjects 3hould be well trained prior to
testing.
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Page 2 - Hcabest Nevris,


We continue to be coucermcd that your ablation is likely to have multifocal properties,
which =ert3 that some light will be out of focus even at tine best focal plane. It is
posaible that your proposed mesopic contrast sensitivity study will help resolve some of
thew =a••  Also, any claims you may wish to assert regattiieg advantages of
niultifccality may not be supported by your change in accommodation study.


If you have any quesdona, *age contact Everette T. Beers, Ph.D. at (301) 594-201g.


Sincerely yours,
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A. Ralph M.D.
Director
Division of Ophthalroic Devices
Office of Device Evaluation
C.:nter for Devices and Radiological Health
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