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Indications for Use: LASIK (Laser-Asvisted [n Simm:-minilcmis)m corract myopia of
0.5 to -15 Diopters (D) with up 10 7D ofasﬁgmndmfurpmtncolNEV-‘}?-om
Myopia; and, LASIK retreaiment to correct myopia and MyopIC astigmatism of gyes
weated with this laser prior to IDE apuroval :

Dated: January 5, 1999 -

Recsived: January §. 1999

HCSA Cartegory: A2

W Anaual Report Dus: Aungust 7, 1999

Dear Dr. Nevyas:

The Food and Drug Administration (FDA) has reviewed the wupplement 10 your investigational
devics exemptions (IDE) application providing validatior dara for the contrast sensitivity study.
Yau have corrected the daficiency cited M OUr Septembces 24, 1998 conditional approval lecer.
Your application is approved, and you may continue your invesdgation at the institution cnrolled
in youz invesugaron whers you have obtained instirunonal TEVIEW poard (IRB) approval. Your
investgation ls limited to one instnsion and 1015 subjecs (2030 cyss): 990 subjects (1980 syes)
fiar myopia (- 0.5 .15Dwithupw-7D aydgmatism); and, 25 subjects (S0 eyes) for
enhancements af subjects treated prior o [DE approvai (0.3 2 -15D myopia with up 0 7D
ascg—atism). : :

Plaase be aware of the following:
In Table 1-1, the dara sppeat to be quits scaftered. with a8 subjects actually
inceasing in sensigivity during glare (-8 see BC & C3 a1 3 cycles per degres
(CPD)), while others are scversly compromisad (see ZM). [n ordar to reduce
variability in the data in the conmast senztivity study, the person administeting the
st saould have experiencs in this test and the subjects should be well wained prior ©@
tasting. :
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