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Ace Surgical Supply Co., Inc. Special 510(k) Notification:

ACE Surgical Orthodontic Bone Screw System

Attachment 1 - 510(k) Summary

Submitter Name: ACE Surgical Supply Co., Inc.
Submitter Address: 1034 Pearl St., Brockton, MA 02301
Contact Person: J. Edward Carchidi, DDS
Phone Number: (508) 588-3100
Fax Number: (508) 523-3140
Date Prepared: May 2006
Device Trade Name: ACE Surgical Orthodontic Bone Screw System
Device Common Name: Endosseous Implant Screw
Classification Name: Implant, Endosseous, Root form, product code DZE
Predicate device: ACE Surgical Miniboneplate system, K951392
Reason for submission: Not previously marketed in the USA

Device Description and Materials:
The ACE Surgical Orthodontic Screw System is a is a set of machined surgical grade titanium alloy (Ti-6AI-
4V ELI) screws, intended for orthodontic use, constructed with a hole in the screw head through which a
wire can be passed to fix the mandible and maxilla in orthodontic treatment. This head design also permits
the use of the screw with the orthodontic appliances (bracket, wire, elastic head, etc.) The tip of the screw is
designed available to self drilling and self-tapping, supplied in 1.2/1.5mm and 1.5/1.8mm tapered thread,
both with a 3.Omm diameter head and in lengths of 6,8,10mm. The screw raw material is Ti-6-AL-4V ELI
per ASTM F136 standard. The candidate devices are identical in materials and characteristics to that
cleared under K951392. These screws are supplied sterile in standard Tyvek TM mylar packaging.

The ACE Surgical Orthodontic Bone Screw System is a comprehensive system retaining prosthetic
components, auxiliary components, and surgical tools as does the predicate ACE Surgical Miniboneplate
system.

Intended Use:
The ACE Surgical Orthodontic Bone Screw System is intended to be used to provide a fixed anchorage
point for attachment of orthodontic appliances to facilitate the orthodontic movement of teeth. It is used
temporarily and is removed after orthodontic treatment has been completed.

Substantial Equivalence/ Device Technological Characteristics
and Comparison to Predicate Device(s):
The ACE Surgical Orthodontic Bone Screw System is substantially equivalent to the:
ACE Surgical Screw Miniboneplate System, K951392
KLS-Martin Ortho Anchorage System, K033483
Osteomed Orthodontic Screw System, K031936

Among the information and data presented in the 510(k) submission to support the substantial equivalency
of the ACE Surgical Orthodontic Bone Screw System to the specified predicate devices are: 1) device
description, 2) indications for use, 3) bench test results, 4) materials, and 5) labeling. In particular, the
bench testing demonstrated there was no difference in the performance, safety, or effectiveness between
the ACE Surgical Orthodontic Screw System and the specified predicate devices.

Al-i








