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Meeting of the Dental Products Panel
August 22, 2002


Gaithersburg Holiday Inn
Gaithersburg, Maryland
Thursday, August 22, 2002
8:00 - 8:10 a.m.

Welcome and Introductory Remarks

Dr. Leslie Heffez, Chair
Ms. Pamela Scott, Executive Secretary

8:15- 8:45 a.m.

Open Public Hearing* 

Issue:
     Review of a Premarket Approval Application
Sponsor:   Biomet, Incorporated
Product:   Walter Lorenz Total Temporomandibular Joint Replacement System
8:45– 9:45 a.m.

Industry Presentation

9:45 - 10:00 am

Questions from the Panel for the Sponsor
10:00 - 10:30 a.m.

FDA Presentations


Ms. Angela Blackwell, Biomedical Engineer, Dental Devices Branch


Dr. Kevin Mulry, Dental Officer, Dental Devices Branch

10:30 - 10:45 a.m.

Questions from the Panel for FDA
10:45 – 11:00 a.m.

BREAK
11:00 – noon


Open Committee Discussion**
12:00 - 1:30 p.m.

LUNCH
1:30 – 2:30 p.m.

Open Committee Discussion
2:30 - 3:00 p.m.

Open Public Hearing

3:00 – 4:00 p.m.

Open Committee Discussion and Vote

4:00 – 4:15 p.m.

Closing comments





Dr. Leslie Heffez




Ms. Pamela D. Scott

4:15 p.m.


Meeting Adjourned

ISSUE: REVIEW OF PREMARKET APPROVAL APPLICATION
SPONSOR: BIOMET, INCORPORATED

PRODUCT: Walter Lorenz Total Temporomandibular Joint Replacement System
BACKGROUND
The Walter Lorenz Total Temporomandibular Joint Replacement System is implanted in the jaw to functionally reconstruct a diseased and/or damaged temporomandibular joint.  The Total TMJ Replacement System is a two component system comprised of mandibular condyle and glenoid fossa components.  Both components are available in multiple sizes as right and left side specific designs and are attached to the bone by screws.  The final device system as presented in this PMA submission includes two glenoid fossa designs, both available in small, medium, and large sizes.  One design of the glenoid fossa has a post for cement use; the other design does not have a post.  The mandibular component of the final system includes a narrow design, standard design, and an offset design (the offset design is also available in narrow and standard widths).  The narrow and offset mandibular components are available in lengths ranging from 40 to 60 mm in 5 mm increments and the standard design is available in lengths of 45 mm, 50 mm, and 55 mm.
PANEL ACTIONS

The Panel is asked to provide a recommendation to the FDA on the above premarket approval application (PMA).  The PMA must stand on its own merits and your recommendation must be supported by safety and effectiveness data in the application.  Safety is defined as reasonable assurance, based on valid scientific evidence, that the probable benefits to health (under conditions of use) outweigh any probable risks [21CFR 860.7(d)(1)].  Effectiveness is defined as reasonable assurance that, in a significant portion of the population, the use of the device for its intended uses and conditions of use (when labeled) will provide clinically significant results [21 CFR 860.7(e)(1)].  The Panel’s recommendation options for the vote are as follows: approval, approvable with conditions and not approvable.
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*Near the end of committee deliberations, a 30-minute open public session will be conducted for interested persons to address issues specific to the classification before the committee.


**Open Committee Discussion: This portion of the meeting is open to public observers.  Public attendees may not participate except at the specific request of the panel chairperson and the FDA executive secretary.





