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SAFETY AND EFFECTIVENESS SUMMARY

1. Name and address  Biocompatibles Eyecare Inc.
of submitter 1215 Boissevain Avenue .
Norfolk VA USA 23507 : !
Contact Person: Lisa Hahn o

Telephone number: 800-225-3069 or 757-664-2421 "
Date summary prepared: 4/1/98

2.  Identification of Trade Name: Proclear and Proclear Compatibles (omaﬁlcori A) Soft Contact Lens
Device
Common or Usual Name: Soft (hydrophilic) Contact Lens (daily wear
Classification: Group II :
3.  Predicate Device Proclear (omafilcon A) Contact Lens o

4.  Description of Device -

The Proclear and Proclear Compatibles contact lenses are available as a lathe cut spherical lens, and a molded
spherical lens. The lens material (omafilcon A) is a copolymer of 2-hydroxyethylmethacrylate and 2-
methacryloyloxyethyl phosphorylcholine crosslinked with ethyleneglycol dimethacrylate. The Proclear lens with
visibility tint is tinted blue using Reactive Blue Dye #4 to make the lens more visible for handling.

5.  Intended Use (indications)

Proclear and Proclear Compatibles (omafilcon A) Soft Hydrophilic Contact Lenses are indicated for daily wear for
the correction of visual acuity in not aphakic persons with non-diseased eyes that are myopic or hyperopic and
exhibit astigmatism of 2.00D or less that does not interfere with visual acuity. The lenses may provide improved
comfort for contact lens wearers who experience mild discomfort or symptoms related to dryness during lens wear
associated with Evaporative Tear Deficiency or from Aqueous Tear Deficiency (non-Sjogren’s only).

Eyecare practitioners may prescribe the lens for frequent/planned replacement wear, with cleaning, disinfection and
scheduled replacement.

6a Characteristics comparison of predicate to this device

Design, material, and chemical composition remain unchanged from those approved in Premarket 510(k)
Notification’s K952152, and K970095
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6b 1. Non Clinical tests and results '
Not performed; lenses remain unchanged from approved Premarket 510(k) Notification’s listed above.

6b 2. Clinical Tests

The Safety and Effectiveness of the Proclear (omafilcon A) Soft Contact Lenses in Defined Dry Eye patients is
demonstrated by the clinical result summarized here. :

Dry Eye patients have been categorized in the Report of the National Eye Institute/Industry Workshop on Clinical
Trials in Dry Eyes, published in the CLAO Journal, October 1995, Vol. 21, No. 4.

This study was undertaken to assess the Proclear lens in Defined Dry Eye' subjects, who have a dry eye
condition arising from Evaporative Tear Deficiency or from Aqueous Tear Deficiency (non-Sjogren’s only).

This prospective, randomized, controlled, crossover study was designed to assess the relative pérformance of the
Proclear lens in 76 Dry Eye subjects as compared to their experience with the lenses with which they entered the
study. It also addresses differences in signs and symptoms, lens preference, comfort and duration of continuous
daily lens wearing time.

In Phase 1, the baseline against which the performance of the lens (Control or Test) is measured is the pre-study
entry data. In Phase II, the baseline against which the lens is measured is the data at the crossover point in the
study.

6b 3. Conclusions drawn from the studies

(Conclusions demonstrate device is safe, effective and performs as well as or better in the Defined
population as in the population currently covered in the predicate approval)

Summary statistics are presented for selected variables. In the case of visual acuity and slit lamp findings,
differences from baseline for each variable were calculated. These differences were compared pairwise between the
lens types worn in each phase of the crossover trial at the given visits. With other variables, the actual values were
compared in a similar pairwise fashion. The paired Student’s t-test or Wilcoxon'’s signed ranks test for matched
pairs were applied to normally distributed data and non-normal data respectively. In addition in the statistical
analysis of the data from the Visual Analogue Scale, the Repeated Measures analysis method was used.

Adverse Reactions

There was only one adverse reaction involving severe injection in one eye at two weeks, of a subject who
was wearing a Control lens. The problem was atiributed to tight lens syndrome. The subject was
discontinued.

7. Conclusion

The differences noted between the experience of Proclear and Control lens wear, by study Phase, supports
the premise that on entry to the clinical trial, an improvement over baseline measures is gained as a
function of a change to fresh lenses. It also supports the premise that the magnitude of beneficial change is
greater for the Proclear lens wearing subjects in Phase 1. On crossover, the premise was that the beneficial
effect achieved through Proclear lens wear in Phase 1 might be diminished or lost by use of Control lenses
in Phase 2. Conversely, the beneficial effect, gained from use of fresh Control lenses in Phase 1, were
expected to be manifest in the early interval(s), but possibly erode thereafter. On crossover to Proclear use
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