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?The reasons of a choise

Clinical Advantages
Small spot size,

creates very detailed contours:
e very smooth surface with fast healing
e best for a Custom Laser Vision Correction

passes through water and BSS:
ablation is not effected by cornea hydratation
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The reasons of a choise

The clinical advantages.of the LaserSoft system can be
differentiated into: -

Fast and accurate eyetracker

Aspheric ablation profile

/. / Treatment laser beam

The larger the treatment zone,

the more the beam is made eliptical
and the more refletion we get,

This effect can be anticipated,

and additional pulses are being

set in the periphery. This creates
effectively large opical zones and
maintains the original asphericity
of the cornea.




Introduction -

aFirst wide experience 'With Katéna
LaserSoft:
@ The purpose of this study is to evaluate

the efficacy, safety and stability of this
laser system with standard treatments.

aSurgery: phorefractive cheratectomy
(PRK)
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Patients and Methods

185 patients - % 4
mean age 37+/- 13 :

mean refractive error sf. eq 2 O3D +/- 2,66 - 7
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myopia and myoplc astigmatism
244 eyes
mean refractive error sf.eq. -3,08D +/- 2

hyperopia and hyperopic astigmatism
58 eyes
| mean refractive error sf. eq. +1,9D +/- 1, 13

mixed )astigmatism
L 19 eyes

mean refractive error sf.eq. -0,31D +/- 0,66
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Clinical Result: corneal temperature during treatment

Corneal
35 temperature before
treatment and
during treatment
150~ N° 10 eyes.

0,5°C mean temp.
increase (max 1°C)
VS
5,3°C (max 7°C)
in eyes treated
with excimer laser
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Clinical Results: EFFICACY

Postop. UCVA % Qver tlme
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Clinical Results - EFFICACY
Postop. UCVA % - 15 Days 45 Days, 3 Months, 8 Months
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?Clinical Results: EFFICACY
Post-op. UCVA i?/o;;g\)e r tlme DN
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& 15 days 96 89% of the eyes éhowed& U‘CVA of 0.5
or better, .\f-*m A
97,34% after 4,5 rhorﬁﬁs ‘
98,41% after 3. months &k : ,, 2
99,07% after 6 menths RS TS

o Faster visual recover m mycplc Tﬁeatments
97,95% after 15 days ‘-; SRR
98,68% after 3 months oLl AT
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Clinical Results: SAFETY
Post-op. BCVA% @ver tlme
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PRE- | 15 45’ Z 3 5
Katana _, =55
I J OP «Days Days Months Months
reatim=ies (n°322) (n?’éi‘z) (]1‘*263} (n°198) (n°107)
BCVA {098 |t ff";_”_j"‘:' 1,07 | 1,11
+SD +0,13 | +0, 26 :I:016 ;I:O 16 | +0,17
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BCVA value reaches the preoperatlve value
just after one month
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?...more abo

Clinical Results - SAFETY
BCYA % - Preop., 15 Days, 45 Days, 3 Months, 6 Months
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Clinical Results - SAFETY
BCVA % - Preop., 15 Days, 45 Days, 3 Months, 6 Months
120%
\gqai =2 w2 2R = 2
100% LR & 258 :;.-e\ : 2 ;E j = - 2 5
8 = o & § gmog ]
3 © £
= 3 2
bl
80% 1 —| — — —— —
b X4
fail
D
F
80% 1 — — —] —] — = 2
(']
U
F
o
40% 1| = = = —] — —
32
& .
32 ]
20% 1| — — e —] —| & —
®
«©
g 5
0% -
05 06 0,7 08 09 1,0 1,1 1,2
JA "‘.x' I\ -‘l" KSKINTRK T‘“*"

Before surgery 83% of th’e éyes had 4 BCVA of 1.0 or better: after
15 days 52% of the eyes showed'a’BCVA of 1.0 or better; the
percentage increased to: 7@% after 1.5 months, to 86% after 3

months and to 92% after 6 meﬂths
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Clinical Results: ST

Clinical results - STABILITY
Attempted versus Achieved Sferical Equivalent over Time
0,01
0!00 -0,09 : 0.08 ; -0’05 !
0,50 /
-1,00
-1,50
-2.0,
2,00 o o
i Clinical results - STABILITY
N0 Frop oo B o Monthe Attempted versus Achieved Sferical Equivalent over Time
\ "pT 001 003 003 002

Total treatments =~ | ]« /

I} 1 ,__/’ 50 /
AV - ——
J :I A f L] 250
ok tall\{goplc treatments /. | « of
a i e L= Preop 16 Days 45 Days 3Months 6 Months

technologles




Clinical Results VS FDA Targets

3 months results
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Efficacy Variables \| \ [ Ie ok e aies

- i =

o UCVA 1,0 or better . 50%'i_*-.j?;-ff{_':'_:.; 2%

> UCVA 0,5 or better [/ /8505~ |~ 708

= MRSE + 0,5D NN R a7 4R 90%

o MRSE t 1D NS ER A 96%
Safety Variables Wi R

= BCVA Loss > 2 lines [/ .r < 5% 3,7%

= BCVA Worse than 0, 5 10< 1% 0,5%
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Clinical Results centermg
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Clinical Results Ablatlon
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