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• There was a statistically signifi cant decrease in the reported 
frequency of dryness during the day from baseline to 1 week and 3 
years from 57.2% to 33.1% after 1 week and to 28.8% after 3 years 
(p=<0.0001, Wilcoxon all comparisons).

• There was also a statistically signifi cant decrease in the reported 
frequency of end of the day dryness from 61.1% at baseline to 
41.0% after 1 week and 35.9% after 3 years (p<0.0001, Wilcoxon all 
comparisons).

RESULTS

At the 2003 AAO Annual Meeting, results of post hoc analysis through 6 months from this 3 year, prospective trial showed that there were short term 
improvements in the frequency (p<0.0001, Wilcoxon sign test) and severity (p<0.0001, Wilcoxon sign test) of dryness symptoms among adapted 
HEMA wearers who changed to lotrafi lcon A silicone hydrogel lenses.1 The fi ndings also reported that patients with less severe symptoms of dryness 
during the day had higher levels of overall satisfaction (p<0.0001, Kruskal-Wallis test) and comfort (p<0.0001, Kruskal-Wallis test). Since that time, 
post hoc analyses of several trials with lotrafi lcon A and B lenses from up to 30 night continuous wear and daily wear consistently show short term 
improvement in dryness during the day and at the end of the day for adapted HEMA wearers who change to either material.2

INTRODUCTION

 • In this large group of subjects, dryness symptoms that were present with their 
hydrogel lenses improved after 1 week of refi tting with lotrafi lcon A and that 
improvement was maintained through 3 years of lens wear. 

 • The continued presence of dryness symptoms at 1 week was signifi cantly 
associated with discontinuation from the study.

•  In many lens wearers, refi tting with silicone hydrogel lenses reduced the frequency 
and severity of dryness symptoms that were present during hydrogel lens wear.

CONCLUSIONS

Purpose: To assess the stability of dryness symptoms among patients refi t from low Dk/t hydrogels to silicone hydrogel (SiHy) contact lenses in a 3-
year study. A second purpose was to determine if early dryness symptoms with SiHy lenses were predictive of retention in the study.

Methods: 278 hydrogel lens wearers were dispensed in the 3 year study to wear lotrafi lcon A (NIGHT & DAY, CIBA Vision, Duluth, GA) SiHy contact 
lenses for continuous wear of up to 30 nights. Data from questionnaires at baseline, 1 week and 3 years captured the frequency and intensity of 
dryness symptoms during and at the end of the wearing day. Responses of subjects at 1 week and 3 years were compared to their baseline response 
by Bowker’s test of symmetry and the median change in response was tested with Wilcoxon Sign Rank test. The proportion of subjects with 
frequency > “sometimes” and severity > “mild” is shown for descriptive purposes.

Results: There was a signifi cant decrease in the frequency of dryness during the day from baseline to 1 week and 3 years from 57.2% to 33.1% after 
1 week and to 28.8% after 3 years (p=<0.0001, Wilcoxon all comparisons). Frequency of end of the day dryness also decreased signifi cantly from 
61.1% at baseline to 41.0% after 1 week and 35.9% after 3 years (p<0.0001, Wilcoxon all comparisons). After the improvement from baseline to 1 
week, the proportion of subjects with dryness symptoms was stable throughout the 3-year study. Frequency and severity of dryness at the 1 week 
visit were signifi cantly associated with discontinuation from the study (during the day: frequency p=0.007, severity p=0.017; end-of-day frequency 
p=0.002, severity 0.003, Chi-square).

Conclusions: Dryness symptoms improved after 1 week of refi tting with lotrafi lcon A and remained substantially improved through 3 years. The 
continued presence of dryness symptoms at 1 week was associated with discontinuation from the study. In many lens wearers, refi tting with SiHy 
lenses reduced the frequency and severity of dryness symptoms that were present during low Dk/t hydrogel lens wear.

ABSTRACT
317 subjects were enrolled with informed consent for this 3 year trial. 
Two hundred seventy eight (278) were adapted, HEMA wearers who 
were refi tted and dispensed to wear lotrafi lcon A (NIGHT & DAY®, CIBA 
Vision Corp., Duluth, GA, USA) silicone hydrogel contact lenses in this 3 
year trial . The profi le of enrolled subjects is shown in Table 1.

SUBJECTS

Table 1. Profi le of Adapted HEMA Wearers 
Enrolled in 3 Year Trial
Gender

Female 185 (67%)
Male 93 (33%)

Age (years)

Mean ± SD 37.4 ± 10.9
Minimum - Maximum 13 - 72

Years of Lens Wear

Mean ± SD 14.8 ± 8.0
Minimum - Maximum 0.75 - 39

Spectacle Refraction

Hyperopic 5%
Myopic 94%
Mean Spherical Equivalent
 OD: Mean Sph ± SD -3.69 ± 2.52 DS
 OS: Mean Sph ± SD -3.80 ± 2.57 DS

Smoker

Yes 29 (10%)
No 249 (90%)
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With the completion of the 3 year trial, the data were re-analyzed to examine the long term stability of dryness symptoms and to determine if early 
symptoms that persisted when patients were changed to lotrafi lcon A might be a predictor of discontinuation.

Subjects attending scheduled follow-up visits completed self-
administered questionnaires with a profi le of symptoms that include 
frequency and intensity of dryness during the day and at the end of 
day. The symptoms were scored using ordinal scales as summarized in 
Table 2.

SUBJECT DATA

Table  2. Symptom Scales
Frequency Intensity

Response Score Response Score

None 0 None 0
Sometimes 1 Mild 1
Often 2 Moderate 2
Everyday 3 Severe 3

• Symptom scores at 1 week, and 3 years were compared to their 
baseline response by Bowker’s test of symmetry and the change in 
response was tested with the Wilcoxon Sign Rank test.

• Post-hoc comparisons were applied to test the stability of the 
dryness symptoms by excluding baseline reports and testing for 

ANALYSIS

• After the improvement from baseline to 1 week, the proportion of 
subjects with dryness symptoms was stable throughout the 3-year 
study.

• Frequency and severity of dryness at the 1 week visit were signifi cantly associated with discontinuation from the study (during the day: 
frequency p=0.007, severity p=0.017; end-of-day frequency p=0.002, severity 0.003, Chi-square).
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There was a statistically significant difference between 
completers and discontinuers for frequency of dryness during the 
day at 1 week (p=0.007, Chi square).
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There was a statistically significant difference between 
completers and discontinuers for frequency of dryness during the 
day at 1 week (p=0.002, Chi square).
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There were statistically significant differences between 
completers and discontinuers for frequency of dryness at end-of-
day at 1 week (p=0.002, Chi square) and 6 months (p=0.038, 
Chi square).

A ssociation B etween Severity of Dryness A t-E nd-Of Day 
&  Status A t E nd of Study

0%

10%

20%

30%

40%

50%

60%

70%

80%

90%

100%

Baseline with
Habitual

1 Week with N&D 1 Month with N&D 6 Months with N&D

%
 W

it
h 

Sy
m

p
to

m
s

Completers
Discontinuers

There were statistically significant differences between 
completers and discontinuers for frequency of dryness at end-of-
day at 1 week (p=0.003, Chi square).

signifi cant changes in the mean overall score of DD and EOD (product 
of frequency X severity) across the remaining study visits.

• The infl uence of baseline reports of dryness and dryness reported 
at early visits on discontinuation from the study was conducted by 
testing the frequency and intensity of dryness responses by study 
status (completer vs. discontinued subject) using Chi-square analyses.
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There was a statistically significant decrease in the 
frequency of dryness during the day from baseline 
to 1 week and 3 years (p=<0.0001, Wilcoxon all 
comparisons).

There was a statistically significant decrease in the 
frequency of dryness at end of day from baseline 
to 1 week and 3 years (p=<0.0001, Wilcoxon all 
comparisons).
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There was no statistically significant 
change in frequency of dryness during 
the day from 1 week to 3 years 
(p=<0.80).

There was no statistically significant 
change in frequency of dryness at end 
of day from 1 week to 3 years 
(p=<0.092).
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