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1.5 510(k) Summary of Safety and Effectiveness

Submitted by: Elizabeth J. Mason, Sr. Regulatory Affairs Specialist

Address: Nobel Biocare USA Inc.
22715 Savi Ranch Parkway
Yorba Linda, CA 92887

Telephone: (714) 282-4800, ext. 7830

Facsimile: (714) 998-9348

Date of Submission: March 3, 2003

Classification Name: Endosseous Dental Implant (21 CFR 872.3640)

Trade or Proprietary
or Model Name: Teeth in an Hour - ARK Implant Concept

Legally Marketed Device(s): Branemark Novum (K000018)
Branemnark System Implants - Immediate Function Indication (K022562)

Device Description:
The Teeth in and Hour - ARK Implant System is a concept bridging the use of existing modeling
techniques to existing denture technology through a surgical template that transfers pre-determined
implant locations to a patient.

Existing modeling techniques are performed to create a model of a patient's jaw in order to pre-determine
implant location. A surgical template, comprised of acrylic material with cylinders and sleeves embedded,
and based upon the modeling, is produced for the purpose of transferring the pre-determined implant
locations to the patient. During surgery, the surgical template is held in position in the patient's mouth
using anchor pins, which are removed after surgery. Osteotomnies are created using the surgical
template, necessary drills, and accessories. Implants are then placed into the jaw using standard
technique. The surgical template and anchor pins are then removed. After the implants are inserted, this
concept then allows for pre-produced prosthetic reconstruction to be attached.

Indications for Use:
The Teeth in an Hour - ARK Implant Concept is indicated for the treatment of totally or partially
edentulous patients for placement of two or more implant fixtures with immediate load function to restore
the patient's chewing function.
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