2/ W'rormmﬂamwm Public Haalth 4Nt

Faad and Orug Admintaarstion
9200 Cosporats Boulevard
Rockvilla MO 20860

Herbert 1. Nevyas, MD. JAN 20 1588
Nevyas Eye Associstes
Delawars Valley Laser Surgey [nstitute
333 Cizry Line Avenue
Bala Cynwyd, PA 19004

Rz  G970084/313

Indications for Use: m(m-mmﬁmxmmilaﬁs)m corract myopia of
0.5 to -15 Dioptars (D) with up o 7D ofasﬁgmzdsmfcrpmtncolNEV-g'?-OOl
Myopia, and, LASIK. retreatment to correst myovia and MYyopIC astigmatism of gyes
geated with this laser priorto IDE apuroval :

Dated: January 5, 1999 -

Recsived: January §, 1999

HCSA Caregory: A2

\ex: Anaual Report Dus: August 7, 1999

Dear Dr. Nevvas:

The Food and Drug Administraton (FDA) has reviewed the supplement ™ your investigational
devics sxemptions (IDE) application providing validatior data for the contrast semsitivity study.
You have corrected the daficiency cited m our Septemoes 24, 1998 conditional approval lecer.
Your application is approved, and you tmay continue your izvestgation af the institution enrolled
in yous investugarion whers you have obtained iastinuional review board (IRB) approval. Your
investgation ls limited to ons instnution and 1015 subjects (2030 cy=s): 990 subjects (1980 syes)
fiar myopia (- 0.5 10 .15Dwithuptwo-7D aydgmatism); and, 25 subjects (S0 eyes) for
enhancements af subjects treated prior o [DE approvai (0.5 0 -15D myopia with up 0 71D
ascg—atiym). : '

Plaase be aware of the following:
In Table 1-1, the dara appesr to be quits scatered. With sama subjects sctually
incoeasing in sensigvity during glare (e.g,tecBC&CI a3 cycles per degres
(CPD)), while others are seversly compromisad (see 2M). lnordar 0 reduce
variability in the data In the contrast sensitivity stady, the person administeTing the
st saould have expericncs in this test and the subjects should be well wained prior ©
testing. :
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Weconﬁnulmbeconcmdthnyourabhﬁoniﬂﬂmly to have mmitifocal propertics,
which means that some light will be out of focus even at the best focal plane. Itis
pom‘biemyompmpondmesowcmnnutmsidﬁtymiywmhdpmm some of
these concems. Alm,mydaim:ybumv&sh-bmutmmdingadmguof
multifocality may not ba supported by your change in accommodation study.

If you have any qmsﬁmu, please contact Everente T. Beers, PhD. az (301) 594-201 8.

Sincerely yours,

‘"44:«4 c Wﬁ/

A. Ralph . M.D.

Director

Division of Ophthalmic Devices

QOffice of Device Evaluation

C snter for Devices and Radiclogical Health
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