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1. Applicant's Name and Address

Straumann USA (on behalf of Institut Straumann AG)
Reservoir Place
1601 Trapelo Road
Waltham, MA 024511
Telephone Number: 781-890-0001
Fax Number: 781-890-6464
Contact Person: Carolyn Bitetti

Associate Director, Regulatory Affairs

2. Name of the Device

Trade Name: Straumann Ortho implant
Common Name: Endosseous dental implants
Classification Name: Endosseous dental implants

21 CFR 872.3640

3. Legally Marketed Devices to which Equivalence is Claimed (Predicate
Devices)

Straumann Ortho System (K982509)

4. Description of the Device

The Ortho implant is a solid, one-piece, threaded, self-tapping design made
from CP Grade 4 titanium. It has a sand-blasted, acid etched (SLA) rough
surface on the endossous portion of the implant. The transmucosal section of
the implant has a smooth machined surface to allow for the attachment of
epithelial tissue. The coronal portion of the implant is internally threaded
and has a hex head.

5. Indications for Use
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The Ortho implant of the Straumann Ortho system is an endosseous implant
intended for placement in the mid-sagittal area of the hard palate or in
retromolar positions. Its purpose is to provide a fixed anchorage point for
attachment of orthodontic appliances intended to facilitate the orthodontic
movement of teeth. It is used temporarily and is intended to be removed
after orthodontic treatment has been completed.

6. Basis for Substantial Equivalence

The subject Ortho implants are substantially equivalent in intended use to
the currently marketed Straumann Ortho implants.

The subject Straumann Ortho implants have the same design as the
previously cleared Straumann Ortho implants. There has been no change
in material, surface treatment, design, or operating principle.
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