OPHTHALMIC DEVICES PANEL

MEMBERSHIP

A roster of members is attached.

MEETINGS

The Panel met three times during the reporting period in Gaithersburg, Maryland.

The dates of those meetings Were.October 3, 2003, February 5-6, 2004, and March 5, 2004.

The meeting on February 5-6, 2004, included a closed session to permit a discussion of trade
secret or confidential commercial information.

ACCOMPLISHMENTS

At the October 3, 2003 meeting:

In the open session, a PMA supplement for the STAAR Myopic Implantable Contact Lens
(ICL™) was recommended for approval with conditions. The device, a phakic intraocular lens, is
indicated for the correction of moderate to high myopia with placement in the posterior chamber
of the phakic eye. The Panel’s conditions included changes in the indications for use, additions to
both patient and physician labeling and consideration of post-market studies.

At the February 5-6, 2004 meeting:

In the open session, during the first day, a PMA for the ARTISAN™ Myopia Phakic Intraocular

lens was recommended for approval with conditions. The device is indicated for the reduction

or elimination of myopia in adults. The conditions included:

e Agency should determine the age and minimum corneal endothelial cell count allowable for
implantation of the lens.

e The sponsor should reanalyze the existing data for pigment dispersion and elevated
intraocular pressure in the minority subset of the cohort.

e Perform a 2-3 year post-market study to further evaluate the incidence of retinal
detachments, lens explants, and cataract formation.

o Strengthen the physician and patient labeling with various recommendations including
clarification or elimination of confusing terms, and additional warnings and precautions.

Agency Action: On September 10, 2004, FDA issued an approval order for the device.

On the second day, a PMA for the Viewpoint™ Conductive Keratoplasty (CK) System was
recommended for approval with conditions. This radiofrequency electrosurgical corneal shaping
device is indicated for the temporary spherical treatment in the non-dominant eye of presbyopic
emmetropes or presbyopic hyperopes. One condition was slightly restricting the indications
statement to reflect an intended range of refractive correction to 1.00 to 2.25 diopters of effect.
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The other condition strengthened the physician and patient labeling by adding information: (a)
safety and effectiveness of retreatments have not been determined; (b) nystagmus should be a
contraindication; (c) a table that defines the frequency of induced astigmatism and the effect on
near and distance vision; and (d) a graph of the total effect of regression over time to focus
attention on the temporary nature of the procedure’s vision improvement.

Closed Committee Deliberations: On February 6, 2004, the meeting was closed to permit FDA
staff to present to the committee trade secret and/or confidential commercial information relevant
to pending and future device submissions for vitreoretinal, surgical and diagnostic devices,
intraocular and corneal implants, and contact lenses. This portion of the meeting was closed to
permit discussion of this information (5 U.S.C. 552b(c)(4)).

At the March 5, 2004 meeting:

The Panel discussed issues related to the appropriate clinical trial design for the evaluation of
multifocal or accommodative intraocular lenses (IOLs) in a cohort of subjects who have
undergone clear lens extraction to correct presbyopia. Clear lens extraction is an intraocular
surgical procedure in which the non-cataractous crystalline lens is removed and replaced with a
multifocal or accommodative lens for refractive correction. There was no vote taken nor
consensus requested of the Panel. The purpose of the meeting was to assist FDA in working with
industry to design clinical trial protocols that would establish the reasonable safety and
effectiveness of clear lens extraction with implantation of a multifocal or accommodative IOL.
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Chairperson

Jayne 8. Weiss, M.D.

Expertise: Ophthalmological Surgery
Term: 3/25/02 - 10/31/04

Prof. Ophthalmology and Pathology
Director of Ophthalmic Pathology

Kresge Eye Institute, Wayne State Univ.

4717 St. Antoine Blvd.
Detroit, Ml 48201

Arthur Bradley, Ph.D.

Expertise: Visual Physiology
Term: 11/1/00 - 10/31/04
Professor of Visual Science
Indiana Univ. School of Optometry
Dept. of Visual Sciences

800 East Atwater Ave.
Bloomington, IN 47405-

Anne L. Coleman, M.D., Ph.D.
Expertise: Ophthalmological Surgery
Term: 3/25/02 - 10/31/05

Professor of Ophthalmology
Department of Ophthalmology

Jules Stein Eye Institute, UCLA Sch of
Medicine

100 Stein Plaza

Los Angeles, CA 90095-7004

Michael R. Grimmett, M.D.
Expertise: Ophthalmology
Term: 11/1/00 - 10/31/04
Grimmett Eye Care, PLLC.
3385 Burns Road

Suite 209

Palm Beach Gardens, FL 33410

Allen C. Ho, M.D.

Expertise: Ophthalmology
Term: 3/25/02 - 10/31/05
Associate Surgeon
Retinovitreous Associates

910 East Willow Grove Avenue
Wyndmoor, PA 19038

Executive Secretary

Sara Thornton

Center for Devices and Radiological Health
Office of Device Evaluation/DOED

9200 Corporate Blvd. HFZ-460

Rockville, MD 20850

(301) 594-2053 x127

(301) 827-4601

Alice Y. Matoba, M.D.

Expertise: Ophthalmology

Term: 2/27/00 - 10/31/03
Associate Prof. of Ophthalmology
Baylor College of Medicine, Cullen
Eye Institute

6565 Fannin, NC-205

Houston, Texas 77030

William D. Mathers, M.D.
Expertise: Ophthalmology

Term: 11/1/03 - 10/31/07
Professor of Ophthalmology
Department of Ophthalmology
Oregon Health Sciences University
3375 SW Terwilliger Blvd.
Portland, OR 97201-4197

**Ronald E. McCarley

Term: 11/18/01 - 10/31/05
President & CEO

Ophtec, USA, Inc.

6421 Congress Avenue Suite 112
Boca Raton, FL 33487

Timothy T. McMahon, O.D., F.A.O.
Expertise: Optometry

Term: 3/25/02 - 10/31/05

Professor of Ophthalmology

Dept. of Ophthalmology & Visual Sciences
University of lilinois at Chicago

1855 W. Taylor Street, Suite 3.164
Chicago, IL 60612

* Glenda V. Such, M.Ed.

Expertise: Educational Psychology
Term: 11/18/01 - 10/31/05

Director of Computer Training Programs
Career Services Dept.

Lighthouse International

111 E. 59th Street

New York, NY 10022

*Consumer Representative
**Industry Representative



