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" 510(k) SUMMARY"

Submitter's Name: HEARTWAYMedical Products Co., Ltd.
No.6, Road 25, Taichung Industrial Park, Taichung, 408, Taiwan, ROC

Date summary prepared: October 20, 2007
Device Name:

Proprietary Name: HEARTWAY Power Mobility Scooter. PF7
Common or Usual Name: POWERED SCOOTER
Classification Name: MOTORIZED 3-WHEELED VEHICLE, Class II,

21 CFR 890.3800
Product Code: INI

Indications for Use:
The device is intended for medical purposes to provide mobility to persons restricted
to a seated position.

Description of the device:
The HEARTWAY Power Mobility Scooter, PF7 is an indoor / outdoor electric
scooter that is battery operated. It has a base with three-wheeled with a seat,
armrests, and a front basket. The movement of the scooter is controlled by the rider
who uses hand controls located at the top of the steering column. The device can be
disassembled for transport and is provided with an onboard battery charger.

Performance Testing:
EMC Report ANSI / RESNA WC/Vol.2-1998, CISPR 11: 1990, EN61000-3-2: 1995,
IEC61000-3-3: 1995 (Electrically powered wheelchairs, scooters, and their
chargers - requirements and test methods)

Legally marketed device for substantial equivalence comparison:
HEARTWAY Power Mobility Scooter, PF6 (K072104)
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Summary for substantial equivalence comparison:

According to the above table that the intended use between the two devices is the
same. Mainframes materials of the two devices are fixed, and all meet the strength and
fatigue tests and they use the same material aspects. Moreover, the maximum speed, the
suspension of cross brace, footplates, incline degree 100, armrest type, and warranty are all
the same. The back upholstery material is also the same fabric and passed the resistance
ignition test.

Especially the electronic systems between two devices are the same suppliers, and all
passed by the UL certificated, for instance the electronic controller, batteries, and the
competent switches and switching power supplies. Thus the same safety level for the two
devices is assured.

The cruising range per charge for the two devices is difference. This means the new
device is 32 miles cruising range, the predicate device is 18 miles. Certainly the real
range depends on the practical environments, i.e., weight, surface, incline, and temperature.
For the real life use, the two devices are substantially equivalent.

Owing to the predicate device is four wheels scooter arnd the new device is three
wheels scooter. Thus the main difference for the two devices is overall appearance,
weight capabilities, and the weights are difference between the two devices. The safety
levels of the two devices are the same and the overall appearance differences are not safety
aspect. They are substantially equivalent.
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Indications for Use

510 (K) Number ( If Known ): K

Device Name: HEARTWAY Power Mobility Scooter, PF7

Indications for Use:

The device is intended for medical purposes to provide mobility to persons restricted to

a sittingf position.

Prescription Use _ AND/OR Over-The-Counter Use

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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Division of General, Restorativi
and Neurological Devices
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