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Submitter Vanguard Medical Concepts, Inc.
5307 Great Oak Drive
Lakeland, FL 33815

Contact Heather Crawford, RAC
Director of Regulatory Affairs
863-683-8680 [voice]
863-683-8703 [facsimile]
hcrawford(-safe-reuse.com [email]

Date November 24, 2004

Device * Trade Name: Vanguard Reprocessed Hand-Activated Ultrasonic Scalpel

* Common Name: Ultrasonic Surgical Instrument
21 CFR Section: Unclassified

* Reprocessed -Class I1
Product Code: NLQ

Predicate * Trade Names:
Devices a Ethicon Endo-Surgery UltraCision® Harmonic Scalpel®

* 510(k) numbers:
o K925699: Ultracision, Inc., Harmonic Scalpel Laparosonic Clamp

Coagulator
o K980099: Ethicon Endo-Surgery, Inc., UltraCision LaparoSonic

Coagulating Shears LCS-5
o K993054: Ethicon Endo-Surgery, Inc., UltraCision Harmonic

Scalpel LCS and CS Curved Shears

Indications for The Reprocessed Hand-Activated Ultrasonic Scalpel is intended for use
Use during minimally invasive laparoscopic and open surgical procedures where

coagulation and incision of soft tissue is required.

Contra- This instrument is not intended for contraceptive tubal ligation or for bone
indications excision.

Continued on next page
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510(k) Summary of Safety & Effectiveness, Continued

Device The Reprocessed Hand-Activated Ultrasonic Scalpels are hand held

Description instruments which may be used to cut and coagulate tissue when connected
to a compatible ultrasonic handpiece and generator. Scalpels are 5mm in

diameter with a functional length of 36cmn. The instrument jaws arc opened

and closed using proximal ring handles, styled in a pistol-type grip. The

instrument tip and shaft can be rotated 3600 in either direction using a knob
on the handle. The Scalpel has a curved active blade.

The proximal handle is designed for attachment to a compatible handpiece
and microprocessor controller. Electrical outputs from the controller are

convented by an ultrasonic transducer within the handpiece to mechanical
vibrations that are transmitted through the instrument shaft to the distal

scalpel blade. The proximal handle of the Hand-Activated Ultrasonic Scalpel

has two integrated push buttons that allow hand control of the ultrasonic
power level (minimum or maximum power level).

Vanguard receives previously used Ultrasonic Scalpels from healthcare
facilities; cleans, inspects, tests, packages, labels, and sterilizes the devices;

and returns them to a healthcare facility for subsequent use.

Technological The Vanguard Reprocessed Hand-Activated Ultrasonic Scalpels are

Characteristics essentially identical to the currently marketed Original Equipment
Manufacturer (OEM) devices. Device materials, specifications, and
technological characteristics are equivalent.

Test Data Cleaning, sterilization, and packaging validations, and performance and
biocomplatibility testing demonstrate that the reprocessed devices perform as
intended and are safe and effective.

Conclusion Based upon the information provided herein and the 510(k) "Substantial
Equivalence" Decision Making Process Chart, we conclude that Vanguard
Reprocessed Ultrasonic Scalpels are substantially equivalent to their predicate
devices under the Federal Food, Drug and Cosmetic Act.
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