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Abstract

urpose: To determine the length of time after discontinuing
;e of an effective lubricating eye drop before symptoms
isociated with dry feeling eyes return.

lethods: 20 successful users of Systane were enrolled at one
te in the United States in an open label non-controlled clinical
udy of 5 weeks duration. Average pre-study Systane use was
1/day. Symptom frequency was obtained at each visit. The
‘hein questionnaire was used to obtain symptom frequency

= none; 4 = all of the time for Burning, Dryness, Grittiness,
adness, Crusty Lashes and Stuck Eyelids). Subjects were told to
scontinue Systane use and return for reevaluation on a weekly
asis.

esults: Two subjects exited after one week without Systane use
1d five made it to 5 weeks (Average time off Systane use = 3.5
eeks). Symptom frequency showed significant increases from
aseline for Burning (p=0.0004), Dryness (p<0.0001), Grittiness
1=0.0005) and Redness (p=0.0141) with a trend for Crusty
.0583). Stuck eyelids did not show a significant difference
1=0.2845). A composite of all symptoms demonstrated a highly
atistically significant {(p<0.0001) change from baseline.

pnclusion: Previous studies have demonstrated Systane’s
ficacy when compared to a marketed control by reducing the
rmptoms associated with dry feeling eyes. This study showed
1at upon discontinuation of Systane, subject’s symptoms return
1 average within 3.5 weeks. This study was sponsored and
nducted by Alcon Research Ltd, Fort Worth, TX USA.

Introduction

1e efficacy of Systane® Lubricating Eye Drops has been
emonstrated in at least two previous studies. The first study
rolled 168 subjects at 29 sites in a 28 day non-controlled
inical study conducted in the United States.’ Systane
fectively reduced ocular discomfort and dry feeling eyes.
alected results are shown in Figures 1-2 below.

igure 1: A comparison of ocular discomfort severity (Dryness)
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Figure 2: A comparison of ocular discomfort severity (Burning
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The second study compared tear film break-up time (TFBUT)
between Systane and Hylocomod using the TearScope™.2 15
patients with unstable tear film were enrolled in this double
masked cross-over study. Systane extended TFBUT for 120
minutes compared to only 30 minutes for Hylocomod
(Figure 3).

Figure 3: A comparison of Tear Film Break-up Time results

pyalues

T T S

uast b A
S 1 AT T AR

T AT T

Sillon ety ARVET 04

The purpose of this study was to understand the length of tim:
for the return of dry feeling eyes once use of Systane has been
discontinued.

Methods

20 successful users of Systane were enrolled at one site in the
U.S. in an open label non-controlled clinical study of 5 weeks
duration. Subjects were required to be using Systane at least
one time per day. Average pre-study Systane use was 2.1/day.
Frequency of symptoms over the previous 3 days (1 =none; 4:
all of the time for Burning, Dryness, Grittiness, Redness, Crusty
Lashes, Stuck Eyelids) were obtained at each visit. Subjects wei
told to discontinue Systane use and return for reevaluation on
weekly basis. Subjects were evaluated upon exit from the stud
by the investigator.



wo subjects exited after one week without Systane and five Figure 7: Subjective assessment of ocular discomfort
1ade it to 5 weeks (Figure 4) with an average time off Systane (Grittiness) at Entry with Systane and Exit without Systane.
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Figure 8: Subjective assessment of ocular discomfort (Rednes
at Entry with Systane and Exit without Systane.

ymptom frequency showed significant increases from e e

aseline for Burning (p=0.0004), Dryness (p<0.0001), Grittiness 2

»=0.0005) and Redness (p=0.0141) (Figures 5-8).
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igure 5: Subjective assessment of ocular discomfort (Burning)
t Entry with Systane and Exit without Systane.
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Conclusions
Entry Exit 1 Previous studies have demonstrated Systane’s efficacy when
[ . compared to a marketed control by reducing the symptoms
. o associated with dry feeling eyes. This study showed that
igure 6: Subjectwe assessment of ocular discomfort (Dryness) upon discontinuation of Systane’ Subject Symptoms return on
t Entry with Systane and Exit without Systane. average within 3.5 weeks. With continued use of Systane, the

| symptoms of dry feeling eyes are significantly reduced.
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