






APR 1 2 2004 510(k) Summary
for

OPTI-RIDER DELUXE

1. SPONSOR

HANSUNG ECONET Co., Ltd.
#168, Wonnam-ri
Umbong-myon Asan
Chungnam 336-864
Korea

Contact Person: Hong-Seok Kim, President
Telephone: 82-41 541 5733

Date Prepared: September 29, 2003

2. DEVICE NAME

Proprietary Name: Opti-Rider Deluxe
Common/Usual Name: Scooter
Classification Name: Motorized three-wheeled vehicle

3. PREDICATE DEVICES

* C.T.M. Mobility Scooter HS-686 (K983662)

* Mega 4 Scooter (K982144)

4. DEVICE DESCRIPTION

The proposed Opti-Rider Deluxe consists of a motorized, four-wheeled chassis with
batteries, drive unit, steering column, braking system, and electronics module for
operational control of the vehicle. The user sits in a seat mounted on the chassis and
operates the scooter via hand controls and a console mounted on the steering column.

5. INTENDED USE

The Opti-Rider Deluxe is a motorized, battery-operated, four-wheel scooter used for
transportation by disabled persons.
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6. TECHNOLOGICAL CHARACTERISTICS AND SUBSTANTIAL EQUIVALENCE

The proposed and predicate devices consist of a motorized chassis with four wheels,
drive unit, steering column, and electronics module. The user sits in a seat mounted
on the chassis and operates the scooter via hand controls mounted on the steering
colunm. The steering column for the proposed and predicate devices also houses a
console and controls for functions including speed, direction of travel, and features
such as the horn, headlight, and directional signals. There are minor differences in
the placement of these controls on the steering column, and the organization of the
console, between the proposed and predicate devices.

The proposed Opti-Rider Deluxe and the predicate C.T.M. Mobility and Mega 4
Scooters have an electric braking system. The default status of the brakes is "on,"1
and is disengaged only when the operator moves the throttle to place the scooter in
motion.

Both the proposed and predicate devices are battery-operated and have on-board
battery chargers. Performance characteristics such as maximum forward and reverse
speed, turning radius, maximum safe incline. etc.. are similar between the proposed
and predicate devices.

7. PERFORMANCE TESTING

The Opti-Rider Deluxe was tested to demonstrate conformance with the requirements
of FDA's "Guidance Document for the Preparation of Premarket Notification
[510(k)] Applications for Mechanical and Powered Wheelchairs, and Motorized
Three-Wheeled Vehicles," issued July 6, 1995, and reformatted December 18, 1997.
The Opti-Rider Deluxe is in compliance with the applicable requirements of
ANSI/RESNA W/C Vol. 2 - 1998, Section 21.
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