ISRCTN67481469 Summary Results

Study Title: Clinical Acceptance and Performance of Hercules soft contact

lenses
Participants
Included in Analysis
n=61
Screened n= 63 Enrolled n= 63
Voluntary

discontinuation n=2

Baseline Characteristics

Table 1 - Gender and Age of Study Population

Overall
N 61
Gender
Female 39 (64%)
Male 22 (36%)
Age
Mean 14.8
Std. Dev 16

Outcome Measures

Primary Outcome Measure — Overall Binocular Visual Performance

Table 2 — Overall Binocular Visual Acuity (logMAR)

Overall
TEST
N 61
Mean 0.089
Median 0.080
CONTROL
N 61
Mean 0.073
Median 0.075

Secondary Outcome Measure — Overall Comfort

Table 3 —Overall comfort (100-point VAS)

Overall
TEST
N 61
Mean 82.4
Median 90.0

CONTROL
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N 61
Mean 79.1
Median 86.0

Primary Outcome Measure — Daily wearing time

Adverse Events

Table 4 — Daily Wearing time (hours)

Overall
TEST
N 61
Mean 8.7
Median 8.0
CONTROL
N 61
Mean 8.4
Median 8.0

Table 5 — Adverse Events

Event Number of Participants
affected
In-patient Medical 1
Observation
Right Eyelid Periorbital 1
Contusion

Right Eye Asymptomatic 1
Corneal Infiltrate

Headache 1

Stomach Ache




