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4.0 CHANGES IN INVESTIGATIONAL PLAN

All reportable changes to the investigational plan have been previously submitted to the

FDA for review and approval via amendments, revised versions of the protocol(s), or

substudies.
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5.0 PROGRESS TOWARDS PMA APPROVAL


Target date for submission of the PMA is 1st Quarter of 1999. The data for Protocol NEV-97-002


will be used to submit the PMA for the indications of myopia and myopic astigmatism. The data


for this study were reviewed extensively during preparation of this annual report to determine what


data were missing or outstanding from co-management physicians. The data have not been audited


but will be audited prior to completing the data analyses for the PMA.
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DE #G9700138 (Nevyas Laser)
Jovember 4, 1998 NEVYAS EXCIMER LASER


Table i .1 E-1.i Key Safety and Efficacy Variables for All Eyes Treated


Preoperative MRSE I Month 3 Months 6 Months 9 Months 12 Months


N 168 156 80 18 7


n/N go n/N % n/N % ItiN % iiirl %


EFFICACY


VARIABLES
4-:VA "


,i1:-+.
ll; e : : 'f, ' : , ..'fg'' . ' : '** ' *- '', .', NI 1.0. Ie'i l''':?* **'-


UCVA 20120 or better 55 32.7 53 34.0 24 30.0 6 33.3 2 28.6


UCV A 20/25 to 20/40 81 48.2 76 48.7 41 51.3 8 44.4 _ 5 71.4


UCVA 20/40 or better


(cumulative) 1 36 81..0 1 29 82.7 65 81.3 1 4 77,8 7 1 00.0


MRSE 4- 0.50 D 85 50.6 91 58.3 39 40.8 6 44.4 3 42.9


M RS E i 1.001) 45 26.8 28 1 7.9 	1 21 26.3 5 27.8 1  14.3


MRSE 4- 2.00 U 26 1 5.5 26 1 6.7 1 6 20.0 4 22.2 3 42.9


F,yes Withoul


Munovision
. .. .


li Non-Mimuvision [N) 101 95 41 12 6


UCVA 20/20 or better 40 39.6 41 43.2 1 7 41.5 5 41.7 2 _33.3


66.7t/UVA 20/25 in 2(1/4(1 


11C.VA 20/40 orbctIer


t oiliniliiiive)


44 43.6 44 46.3 1 9 46.3 6 50,0 4


84 83.2 05 89.5 36 07.8


0


1 1 91.7 6 1 00.0


SAFETY VARIABLES
' :.


, .
,:. _ F.


Loss of > 2 lines BSCVA 4 2.4 ❑ 0.0 1 1.3 0 , 0.0 ❑ 0.0


BSCVA worse than


20/40 1 0.6 0 0.0 0 0.0 0 , 	0.0 0 0.0


Inercase > 2 D cylinder 2 1.2 0 0.0 ❑ 0.0 0 0.0 0 0.0


BSCVA worse than


20/25 if 20/20 or better


preup 8 4.8
_7
.,.


7


I 	5 : 3.2 2 2.5 3 1 6.7 0 0.0
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