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, Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850
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Herbert J. Nevyas, M.D.

Nevyas Eye Associates

Delaware Valley Laser Surgery Lostitute
~ 333 City Line Avenue
Bala Cyowyd, PA 19004

Re: (G570088/510
Sullivan Excimer Laser System (Nevyas Model)
Indications for Use: LASIK (Lz.scr-Assistcd In Situ Keratomileusis) to correct myopia
of -0.5 to -15 Diopters (D) with up to 7 D of astigmatism for protocol NEV-97-001
Myopia; and, LASIK retreacment to correct myopia and myopic astigmatism.
Dated: June 3, 1998
Received: Junes, 1998

Next Annual Report Due: August7, 1998

Dear Dr. Nevyas:

The Food and Drug Administration (FDA) has reviewed the supplernent to your
investigational device exemptions (IDE) application 2ddressing glare testing validation and
proposing a0 expansion of your investigation to nclude both myopic and hyperopic
rerreatments (enhancernents). EDA caanot approve your request a3 proposed because you
have not shown stability of manifest refracuoz, and you have not presented sufficient detail
for your hyperopic rerreatment. FDA will conditionally approve, however, an ansion 1O
include myopia and myopic astigmaCismm recreatments at this time. 1T you agree o conduct
your mveﬂxéatioWﬁﬁt (myopia and myopic astigmarism retreatments

only), you may implement chat change at the insttution where you have obrained
M. Y our investigation 1s {imited to 1 institurion and
225 subjects: 150 subjects (300 eyes) for low myopia (0.5 to 475D myopia plus up 0 7D
‘astigmatism); 50 subjects (100 eyes) for high myopia (-7 ta -13 D with upto 7 D astigmatismm);
and, 25 subjects (50 eyes) for enhancements of subjects treated prior to IDE approval (0.510
15 D myopia with up o 7 D astigmatism).

If you do not agree t© chis modified limir, you <hould consider this letter asa disapproval of
your request for an expansion of che investigation, and you have an OppPOrTURITY tO Fecusst ©
regulatory hearing as described in the enclosure "Procedures to Request 2 Regulatory’

DA U (042

Hearing."

Since FDA believes this change affects the rights, safety or welfare of the subjects, you must
also obrtain instirutional review board ([RB) approval before implementing this change
. . L O invesriearion (21 CFR 81235(2)\)



