
510(k) Summary

1. Applicant's Name and Address

Straumann Manufacturing (on behalf of Institut Straumann AG)
60 Minuteman Rd.
Andover, MA 01810 FEB 3 2506
Telephone Number: 800-448-8168, ext 2513
Fax Number: 978-747-0031
Contact Person: Elaine Alan

Regulatory Affairs

2. Name of the Device

Trade Name: Straumann Orthosystem
Common Name: Orthodontic implants
Classification Name: Endosseous dental implants

21 CFR 872.3640

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

Straumann Orthosystem, originally cleared under K982509 and K040469
Straumann TE Dental Implants, originally cleared under K012757.

4. Description of the Device

The Straumann Palatal Implant is a modification of the Straumann Ortho
Implant. The Palatal Implant is a one piece, threaded self-tapping titanium screw
implant with an insertion depth of 4 mm. The design of the Palatal Implant is
very similar to the predicate Straumann ortho implants and TE dental implants.
The surface of the Palatal implant is the grit blasted, acid etched SLA surface,

'which is the same as that of the predicate devices. The design of the
endosseous part of the palatal implant is the same as the current Straumann TE
implants, originally cleared under K012757.

5. Intended Use of the Device

The Palatal Implant is intended to provide fixed anchorage 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.
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6. Basis for Substantial Equivalence

The subject Palatal implant and accessories are substantially equivalent to the
previously cleared Straumann Orthosystem and Straumann TE implants. The
intended use is identical to the predicate Orthosystem. The Palatal implant is
indicated for placement in the mid-sagittal or paramedian area of the hard palate
or in retromolar positions to provide a fixed anchorage point for the attachment of
orthodontic appliances to facilitate the orthodontic movement of teeth. It is used
temporarily and is intended to be removed after orthodontic treatment has been
completed.

The subject Palatal implant has the same material composition and the same
surface treatment as previously cleared Straumann implants. In addition, the
design of the implant and accessories is similar to, and in some respects
identical to, the predicate devices.
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Prescription Use -
(Per 21 CFR 801.109)
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