Patient Reported Outcomes with Myopic
Femtosecond Laser-assisted (FSA) LASIK
at 1 Month
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Purpose

To assess patient reported outcomes at 1
month in myopic subjects who underwent
LASIK treatment with the EX500 excimer
and FS200 femtosecond lasers.
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Methods

Evaluation of myopic LASIK outcomes with the EX500 excimer and FS200
femtosecond lasers (Alcon Surgical).

Subjects with myopia up to -12.00 D sphere and 6.00 D cylinder.

Minimum age 18 years.

Endpoints

Patient-reported outcomes following treatment was assessed with the
Refractive Status Vision Profile (RSVP) questionnaire (1-month postop),

Safety (Percentages of eyes with pre-operative CDVA and post-operative
UDVA [logMAR]) (at 1 & 3 months postop),

Flap Thickness (measured by OCT, Difference between achieved and target
flap thickness [um]) (at 1 & 3 months postop).
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Results

* 59 subjects underwent LASIK treatment.

* 098.3% of subjects did not wear glasses or contact
lenses at 1 month compared to 0% at baseline.

* The mean score for vision over the previous four
weeks without glasses or contact lenses was 2.7 (1.42)
at baseline and 9.0 (1.03) at 1 month (0 to 10 scale).

« Regarding question “I worry about my vision”, a
response of “never” was reported by 15.3% and 27.1%
of subjects at baseline and 1 month respectively.
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Safety Results

70

Percentages of eyes with changes from baseline in vision
lines (postop UDVA vs preop BCVA)
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Flap thickness Results

Difference between achieved and target flap thickness [um]

Point estimation (LS 95% Confidence
Visit adjusted mean) Standard error interval
PO 1 Day 13.02 0.72[12.978, 13.068]
PO 1 Month 8.36 0.73[8.315, 8.407]
PO 3 Months 6.78 0.72[6.737, 6.828]
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Conclusions

 Patient-reported outcomes (1 month postoperatively):

« most subjects did not wear glasses or contact lenses for distance vision,
* had an improvement in their vision compared to baseline, and
« more subjects did not worry about their vision compared to baseline.

» Safety (1 and 3 months postoperatively):

« 72.90% of eyes had either no change or gained 1-3 lines of vision (pre-
op CDVA vs post-op UDVA)

 Flap Thickness (1 and 3 months postoperatively):

 Difference between achieved and target flap thickness 8.36+0.73 (1
month) to 6.78+0.72 (3 months) [um]
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