OPHTHALMIC DEVICES PANEL
One Hundred and Ninth Meeting

Friday, July 14, 2006

Hilton Washington DC North, Montgomery Ballroom
620 Perry Parkway, Gaithersburg, Maryland

OPEN SESSION AGENDA*

8:45 AM Call to Order William D. Mathers, M.D. - Chair
Introductory Remarks Conflict of Interest Statement
Sara M. Thornton - Executive Secretary

8:50 FDA AWARD PRESENTATION
Recognition given to Jayne S. Weiss, M.D. for past service as Panel Chair

DIVISION UPDATES
Malvina B. Eydelman, M.D. — Director
Division of Ophthalmic and Ear, Nose and Throat Devices

BRANCH UPDATES
Kesia Y. Alexander, Ph.D. — Chief
Intraocular and Corneal Implants Branch

Everette T. Beers, Ph.D. — Chief
Diagnostic and Surgical Devices Branch

James F. Saviola, O.D. — Chief
Vitreoretinal and Extraocular Devices Branch

9:15 Critical Path Initiative in Medical Devices
Sousan S. Altaie, Ph.D., Scientific Policy Advisor
Office of In Vitro Diagnostic Device Evaluation and Safety

9:30 Condition of Approval Studies: Recent Changes in CDRH
Danica Marinac-Dabic, M.D., Ph.D.
Chief, Epidemiology Branch
Office of Surveillance and Biometrics

9:45-10:15 OPEN PUBLIC HEARING SESSION**

10:15-10:30 BREAK



COMMITTEE DELIBERATIONS
IMT™ Implantable Miniature Telescope (P050034)

10:30 - 11:30 SPONSOR PRESENTATION

11:30 - 11:45 PANEL QUESTIONS FOR THE SPONSOR
11:45-12:45 FDA PRESENTATION

12:45-1:00 PANEL QUESTIONS FOR FDA

1:00 - 2:00 LUNCH

2:00 -6:00 COMMITTEE DELIBERATIONS (continued)

NOTE: 15-MIN. BREAKS MAY BE GIVEN AT APPROPRIATE TIMES DURING THE PROCEEDINGS
PANEL PRIMARY REVIEWS
Dr. Michael Grimmett
Dr. Neil Bressler
Dr. Richard Brilliant
PANEL DISCUSSION OF PMA P050034
30 MINUTES OPEN PUBLIC HEARING SESSION
FDA - Closing Comments — 5 minutes
SPONSOR - Closing Comments — 5 minutes

Voting Options Read

PANEL RECOMMENDATION TAKEN BY VOTE
Polling of Panel Votes

COMMENTS FROM CONSUMER AND INDUSTRY REPRESENTATIVES

Final Panel Comments

6:00 PM OPEN MEETING ADJOURNED

* All times are approximate

** Open Public Hearings — Interested persons may present data, information, or views, orally or in writing, on the
meeting agenda. Scheduled speakers who have requested time to address the panel will speak at this time. After
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they have spoken, Dr. Mathers will recognize unscheduled speakers as time allows. Only the panel may question
speakers during the open public hearings.



