




TAB 2 - Summary of Safety and Effectiveness
510(k) Summary (per 21 CFR 807.92(c))

SUBMITTER
Walter Lorenz Surgical, Inc.
1520 Tradeport Drive MAY - 5 2004
Jacksonville, FL 32218
FDA Registration No. 1032347

PRODUCT NAME

Common/Usual Name: Bone Screw
Proprietary Name: Lorenz Self-Drilling IMF Screw

DEVICE CLASSIFICATION

The FDA has cleared radiographic markers via 510(k) Premarket Notification as Product Code
DZL and Classification number 872.4880 Screw, Fixation, Intra osseous - Class II. No
performance standards have been established under Section 514 of the Food, Drug and
Cosmetic Act for implantable radiographic markers.

PREDICATE DEVICE

The predicate device is the Lorenz IMF Screw cleared under W. Lorenz 510(k) number
K983728 on May 13, 1999.

DESCRIPTION OF DEVICE

The Self-drilling IMF bone screw for maxillomandibular fixation is 2.0mm in diameter and the
thread lengths may range from 5mm - 11 mm. The head has a relief groove which may or may
not have a hole in which wire or elastic bands can be wrapped around the screws which are
temporarily implanted in the maxilla and mandible.

INTENDED USE OF THE DEVICE

The Lorenz Self-Drilling IMF Screw is intended for use as a bone screw in temporary fixation
of the maxilla and mandible, providing indirect stabilization of fractures of the maxilla and/or
the mandible.

STATEMENT OF COMPARISON OF TECHNOLOGICAL FEATURES

Both the new and the old devices consist of non absorbable material (titanium) listed in FDA's
Biomaterials Compendium and list of FDA recognized standards. Both the predicate devices
and the modified devices are implanted into bone during surgical procedures to provide
temporary fixation of the maxilla and mandible, providing indirect stabilization of fractures of
the maxilla and/or the mandible. The metallic materials and intended use are technically
equivalent.

CONCLUSIONS

The use of modified IMF screws and the predicate IMF screws is substantially similar.



Indications for Use
5 10(k) Number (if known): K040983

Device Name: Lorenz Self-Drilling IMF Screws

Indications for Use:

The Lorenz: Self-Drilling IMF Screw is intended for use as a bone screw in temporary fixation of the maxilla
and mandible, providing indirect stabilization of fractures of the maxilla and/or the mandible.

Prescription Use XX Over-The-Counter Use
(Part 21 CFR 801 Subpart D) AND/OR (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LrNE-CONTINUE ON ANOTHER PAGE OF NEEDED)
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