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ADMINISTRATIVE INFORMATION

Manufacturer Name: Ortho Organizers, Inc.
1619 S. Rancho Santa Fe Road
San Marcos, CA 92078
Telephone (760) 471- 0206
FAX (760) 752-7650

Official Contact: Robert Riley
Vice President of Operations

Representative/Consultant: Floyd G. Larson
PaxMed International, LLC
11234 El Camino Real, Suite 200
San Diego, CA 92130
Telephone (858) 792-1235
FAX (858) 792-1236

DEVICE NAME

Classification Name: Implant, Endosseous, Root-Form

Trade/Proprietary Name: Ortho Organizers Temporary Orthodontic Anchor

Common Name: Orthodontic Anchor

DEVICE CLASSIFICATION
Implant, Endosseous, Root-Form is classified as Class 11 (21 CFR 872.3640). The product
code is DZE. This device classification is reviewed by the Dental Devices Branch.

INTENDED USE

The Ortho Organizers Temporary Orthodontic Anchor is intended to provide a fixed
anchorage point for attachment of orthodontic appliances to facilitate the orthodontic
movement of teeth.
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DEVICE DESCRIPTION

The Ortho Organizers Temporary Orthodontic Anchor is a device that is temporarily
implanted in the alveolar ridge to provide a fixed anchorage point for various orthodontic
tooth movements.

Design

It is a single-piece design that features a threaded shaft and a low profile proximal head. The
supragingival head has an upper button and undercut that serves as an attachment point. The
tapered conical section below the button incorporates a transverse circular opening which
also serves as an attachment point. Vertical flats below the conical section enable use of
tools to turn the device into its fully implanted position. The head terminates in a collar that
separates the attachment points from the threaded portion of the device. The device is
available with either a short collar or a long collar to accommodate variations in soft tissue
thickness.

Material

The Ortho Organizers Temporary Orthodontic Anchor is made of titanium alloy conforming
to the requirements of ASTM F 136 Standard Specification for Wrought Titanium-
6Aluminum-4 Vanadium ELI (Extra Low Interstitial) Alloy for Surgical Implant Applications.

Sterilization

The Ortho Organizers Temporary Orthodontic Anchor will be sold non-sterile and is
intended to be sterilized prior to use.

EQUIVALENCE TO MARKETED DEVICE

Ortho Organizers, Inc. demonstrated that, for the purposes of FDA's regulation of medical

devices, the Ortho Organizers Temporary Orthodontic Anchor is substantially equivalent in
indications and design principles to predicate devices, each of which has been determined by
FDA to be substantially equivalent to preamendment devices.

The intended use, design, materials and functional characteristics of the Ortho Organizers
Temporary Orthodontic Anchor and the predicate devices are substantially the same. All are

indicated for temporary fixed anchorage of orthodontic appliances and accessories used in
the movement of teeth. The basic design of each consists of a threaded shaft for bone
anchorage and a contoured head for attachment of various orthodontic appliances and
accessories. Each is made of Ti-6AI-4V titanium alloy, a well-proven material for
implantable devices.
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