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Supplemen Mo, 15 - Annual Eepon
[DE #59THIEE (Newvyas Excimer Laser)
sarch 14, 7001
Comimst sensitivity results have oot heen evaluated yet. LASTR 1osults are

inclucl=d in 1_hi: WEV.SGT-C0L sminioary [ahles.

{3 PROTOCOL DEVIATIONS

Some patents failed 4o reforn foc 1he posoperative evalugilon, These dopouts
weers rephaoed te provide 75 Tow moeyapia suljests wilh preopertave snd
postoperative cvaluaiions. ihesc substady pallznts were all eraalled in NEY-BY-
0oL,

H, SIMMMARY OF COMPLICATIONS AND ARVERSE GVENTS:

tncluded with the MEV-97 -0 complization sl adveise event fatles,

e
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20  RISK ANALYISIS

The risk asalysis remains snchanged from that sabraileed with the original 1DE. There ane ne
crmerging complications er acverss cvents that alter the risk analysis. The adverse evenl and

cormalicaton rates remaie low.

30 DEVICE CHANGHS
Tae [ollowing device changes have aceurred sinee the Jast annual report:

»  Seulpting device upprade: The sculpling device compuousnl wis replaced as a
prevestative messure, The seulpung device {manufactored L Scpsis) was uparaded o
slie 1atzst mde] since the cnment model was no longet available. The softwars interface
ealls in the evyas weeatinent alaorithon; heaos, oo changes iave bern muule 1o Ehs

LRACME0C AlTerlEn -

4 CHANGES [N INYESTIGATIONAL PLAN
A1 reporiabls changes & the invesigational plan havs been praviously submitterl pa e FDA for

review and approvel via smendroents, revized versions of e proincoiizh, of sulestudizs.

50 PROGRESS TOWARDSPMA APPROVAL
It was t-rcu-iq1u5|}' recammendzd by FDA thar only subjects reatzd with the new cootration
teslmiyue (as previzusly deserbed) be iacluded in the PhIA, Wa have preliminanly selecred the
ayes trealad betveen 2719/58 through 122/99 as the cobarl of eyes that will be wsed 1@ suppon
the safety wnd effactivencss of the device tn the PMA submissien. This grocp of eyes is
comprised af:

s 125 pyes treated for Jow spherical rvoplaonly {< 0D MESE]

s 346 eyes trosted [or low myopic astiponatism (< -7.0 ) MRSER

10 eyes dreared for high spherical myspia only [z -70 L MRSE] and,

» 52 eyes treeated [or high ngopic astigmatisr {= -7.0 I MR3E).
Sanice there are ess than 125 eyes in Uiz ligls myopia ssbser, the initie, PMA submissian wil]

oniy incluln dula to suppan the indicaieas of low sphericnl mm g wnil o EIvepiL
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