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Device name:
Proprietary name: Freerider Luggie

Common or usual name: Electric scooter

Classification name: Motorized three-wheeled vehicle, Class 11,

21 CFR 890.3800.

Legally marketed device for substantial equivalence comparison:

Tzora Active Systems Ltd -Easy Travel Elite submitted by Thore Active Systems, Inc,

Kibtz, Tzora

Description of the device:

The Freerider Model Luggie is a motorized three wheeled scooter which is battery

operated It consists of a platform which connects the three wheels, an adjustable tiller,

and seat for the rider It is driven by the rider using hand controls located at the top of

the tiller It can be simply folds under five steps into one unit for transpor-t in a car

trunk. It is provided with a battery & a battery charger.

Intended use of device:

The device provides transportation for an elerly or disabled person. It can be used in

variety of indoor and outdoor settings.

Technological characteristics:-
The device features and use parameters of the Freerider and Tzora scooters are very

similar Both are battery operated, have 0.1 horsepower motors, and have

regenerative brake systems. Batteries capacity and battery chargers are similar and

are provided with the scooters. Use parameters are very similar, varying only in minor

parameters such as the grade climbable by the respective scooters.

Testing conducted:

Tests listed in the Guidance Document for the preparation of market Notification

[510(k)) Applications for Mechanical and powered wheelchairs, and Motorized

Three Wheeled Vehicles, July1995, were conducted and the results included in the

subject 510(k) submission.

Performance testing:

Comparative performance testing and clinical evaluations were not submitted as part

of this 510(k).
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Dear Mvr. Davis:

We have reviewed Vour1-SeCtion 5 10(k) premarket notification of intent to market the dev\ice
referenced above and have determimed the device is substantially- equivalent (For the indications
IMr use stated in the enclosure) to legally, marketed predicate devices marketed in interstate
commerce prior to May 28. 1976; the enactment date of the Mledical Device Amendments, or to
(evices that have been reclassified in accordance with the provisions of the Federal Food, Drtig.:
and Cosmetic Act (Act) that do iiot require approval of a premarket approval appli1cation (PIMA).
You may. v therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include r-equirements For annual registration- listing of
dI vi CC5, good 11ianu faetu r'i1ig practie, label Ji, and proibit ions maoinist ni isbrandiiig and
adulteration. Please note: CDR I-I does not evaluate in formiati on i-elated to contract li ability
wvarraniites. \We rei d you, however, that (device labeling miust be truthful and not nii sIcad imng

If' y our device is classi fied (see above) into either class 11 (Special Controls) or class III (PM'vA). it
May be subject to addit ionalI con troIs. Existing maj or iec Iat i os a ffectinig your device can be
found in the Code of Federal Reulatioiis, TitlIc 2 1 Parts 800 to 898. In add ition, FDA niny
publish fur1ther announcIements concernin 1 oLudevice in the Federal Register.

Please be advised that FDA's issLIance of a substantial equivalence determiniat ion (does not mean
that 1FDA has made a deteim-ination that y otir device complies wi th other i-eq u i reents of the Act
or ai1V Federal statUtes and reglation1s adniin1istei-ed bV other Feeaagen6cs. YOU mu1Lst
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comupl"y with all the Act's requir-ements. includiniL. but not limited to: registration and Ilistinug (21
CER Pait 807); labeling (2 1 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21I CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820): and if applicable. the electronic
p~rodluct radiation control provisions (Sections 531-542 of the Act); 2 1 CJR 1000- 1050.

If youI desire spcific advice for yIour device on ouir labei regulation (2 1 CFR Part 801). please
go to ltlp://ww\w .fda.2ov/AbouitFDIA/Cejiter-sOffices/CDRI-I/CI)RI-lO[ffices/uem I I5809.htu for-
the Centcr for Devices and Radiological H-ealth's (CDRU-'s) Office of Comnpliance. Also, please
note the regaulation entitled, "Misbranding by reference to premnarket noti ficationi" (21 CFR Part
807.97). For questions regar ding, the reporting of adverse events under the MDR regulation (21
CJR Part 803)X please go to
lii:/vv\.c~.-otlcialecs/aevle~ral-bei/lf-iitlti for the CDR-1's Office
of Surveillance and Biomnetrics/Division of Postmnarket S urveilIlance.

You may obtain other general informiation on your responsi bilIi ties tinder the rAct from the
Division of Small M'Vanufaicturers, International and Consumer Assistance at its toll-free umber
(800) 638-2041 or (301) 796-7100 Or at its Internet address
httj ://ww~xv. fda. uov/MN/ ed ical Devi ces/R eSOUrcesfor You/ ndUStrV/defa IIt. hI In.

Sincerely youirs. i1

Mvark- N. Mvelkerson }c/.
Director
Division Of Surglical, Orthopedfic
and Restorative Devices

Office of Device EvaIluation
Center for Devices and
Radiological Health

Enclosurec
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510 (k) Number (if known): KC t, t0 1G 5

Device name: Freerider Luggie

Indications for Use:

The Freerider Model Luggie is a motorized scooter which provides

transportation for an elderly or disabled person. It can be in a variety of indoor

and outdoor settings.

(Please do not write below this line)

-----------------------------------------------------------------------------------

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Surgical, Orthefdic.
and Restorative Devices

5 10(k) Number, K 110(6

Prescription Use_____ OR Over-The-Counter Use_________

(Per 21 CER 801.109)


