ISRCTN14349364 Summary Results

Study Title: Performance and Acceptance Study of Biofinity Multifocal Contact
Lenses vs. Multifocal Pluto Contact Lenses

Participants

Screened n= 45 Enrolled n= 45 Included in4éna|ysis n=

Baseline Characteristics

Table 1 - Gender and Age of Study Population

Overall
N 45
Gender
Female 31 (68.9%)
Male 14 (31.1%)
Age
Mean 54.0
Std. Dev 53.0

Outcome Measures

Primary Outcome Measure — Visual Satisfaction

Table 2 — Visual Satisfaction (100-point VAS)

Overall
CONTROL
N 45
Mean 85.1
Median 88.5
TEST
N 45
Mean 84.2
Median 87.0

Secondary Outcome Measure — Visual Performance

Table 3 - Visual Performance (logMAR)

Overall

CONTROL
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N 45

Mean 0.16

Median 0.18
TEST

N 45

Mean 0.15

Median 0.16

Secondary Outcome Measure — Number of Contact Lenses to Dispense Final Pair

Table 3 — Number of Contact Lenses to Dispense Final Pair

One CL Two CL Three CL

Change Changes Changes
CONTROL 5 1 0
TEST 4 1 0

Adverse Events

There were five adverse events reported during the study. All were non-ocular, none were serious
and all were resolved.

Table 5 — Adverse Events

Number of participants
affected Event Status
1 Asthma Attack Resolved
1 Fever Resolved
1 Skin Bacterial Infection Resolved
1 Back Pain Resolved
1 Intermittent Headaches Resolved




