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Dear- Ms. Tompkins:

\Ve have reviewed your Secuion 510(k) premiaket notification of intent to market the device
referenced above and have determined the (levice is Substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to MN~ay 28, 1976, [lie enactment date of the M'vedical Device Amendments, or to
devices that have been reclassified in accordance with the provisions ol the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMkA).
You may, therefore, market the device, Subject to the general controls provisionis of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
dex'ices, good manlufacturing pr-actice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRi-l does not evaluate informiation related to contract liability
warranties. We remind you, however, that device labeling Must be tr uth ful and not misleading.

If your device is classified (see above) into either class 1I (Special Controls) or class IllI(PMvA), it
may be Subject to additional controls. Existing major regullations affecting~c your device canl be
Ibun11d in the Code of Federal Reg-ulations. Title 21, Parts 800 to 898. In addition, FDA may
publish further announocements conlcernling your device inl the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a deterintation that your device complies With Other requI~irements of thle Act
or any Federal statutes anld regunlations administered by other Federal agencies. You must comply
with all the Act's redluliremenlts. i nel u in. but not limited to: registration and listing (21 CER
Part 807); labeling (2 1 C FR Part 80 I) medical device reporting (reporting ofimedical device-
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relaited ad verse events) (2 1 CF 1803): good Inanu factung- practice req~ui rements ais set forth in
thle duaIZlityr systems (QS) reg-ulation (2 1 CFR Part 820); and if applicable, thle electronic product
radiation control provisions (Sections 5.31-542 of the Act); 21 CFR 1000-1050.

If yo'1. desire specific advice for Iyour devic on OulOIr labelIing regulIat ion (2 1 CFR Part 801), please
go to littp)://wwwx.fdca.gov/Abott ]DA/CenitersOtffices/CDRH/CDRZI-lOflicCS/L[Cml I1158091mi for
the Center for Devices and Radiological Health's (CDRI-l's) Office of Compliance. Also, please
note thle reg tiUlation entitled, "IMisbranding by re Itrence to preiraricet notification" (2 1CFR Part
807.97). For queCstions reg(arding( thle reportLing of adverse events under thle M DR regulation (21
CF7R 'art 803), please go to
lhttp)://wv\\.fdfa.go\vMecdicall D\vices/Sa-fet%,/R~eportaPr-oblemi/defiiullt.html for the CDRT-'s Office
of'Surveillance and Biometrics/Division of'Postmnarket Surveillance.

YOU may obtain other general in formation on y'our responsibilities Under the Act from the
Di vision Of Small MvanIU IhtuI'rrs, International and ConIsumer Assistance at its toll-free number
(800) 638-2041 or (301f) 796-7100 or at its Internet address
lhttp://xvw.ifda.gov/M\/edicalIDev'iCCS/1ReSOrtCeSforYoLI/Induistr-y/default.h1til.

Sincerely yours,

Malvina B3. L~ydelman. N4.D.
Director
Division of Ophthalmic. Neuirolog-ical,

and Ear, Nose and Throat Devices
Office of Device Evaluation
Center for Devices and Radiological Health
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Section 5
a pe, Ss.Indication for Use Statement

LiveOn

510(k) Number (if known):K 6 1

Device Name:

Indications for Use:
The NESS H200®D Wireless Hand Rehabilitation System is an electrical stimulation
device indicated for the following uses:

Functional Electrical Stimulation (FES):
- Improvement of hand function and active range of motion in patients with

hemiplegia due to stroke or upper limb paralysis due to 05 spinal cord injury

NeuroMuscular Electrical Stimulation (NMES):
- Maintenance and/or increase of range of motion
- Prevention and/or retardation of disuse atrophy
- Increase of local blood circulation
- Reduction of muscle spasm

-Muscle re-education

Prescription Use X AND/OR Over-The-Counter Use ___

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Ophithal , maclogical and Ear,
Nose and Throat Devices

SlO(k)Number I1f! 77
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