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Re: KIT1279

drade/Device Name: Combination Neuromuscular Electrical Stimulator, Interfereniial
Stimulator, and Transcutancous Elecirical Nerve Stimulator, Model
NexWave

Regulaiton Number: 21 CFR 8§890.5850

Regulation Name: Powered muscle stiimulator

Regulatory Class: Class [

Product Code: IPE, GZI, 1L

Dated: August FE, 201

Recerved: August 12, 2011

Dear Mr. Arold:

We have reviewed your Section 510(k) premarket nolification of intent to market the device
referenced above and have determined the device is substantialty equivalent (for the indications
for use stated 1n the enclosure) 1o legally marketed predicate devices marketed in interstate
conunerce prior 1o May 28, 1976, the enactment date of the Medical Device Amendments, or 1o
devices that have been reclassitied In accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therelore, market the device, subject to the general controls provisions of the Act. The
general controls provisions ol the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulleration. Please note: CDRH does not evaluate information related 1o contract liability
warranties. We remind vou; however, that device labeling must be truthful and not misleading,

[ vour device is classified (see above) into etther class 11 (Special Conurols) or class Hl (PMA), i
may be subject to additional controls. Existing major regulations alfecting vour device can be
found in the Code of Federal Regulations, Title 21, Parts 800 1o 898. Iy addition, FDA may
publish further announcements concerning vour device in the Federal Regvister.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDDA has made a determination that vour device complies with other requirements of the Act
or any Federal statuies and reguiations administered by other Federal agencies. You must
comply with all the ActUs requirements, including, but not limited to: registration and listing (21
CEFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
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device-related adverse evens) {21 CFR 803); good manulacturing praciice requirements as set
torth i the quality svstems (QS) reaulation (21 CFR Part §20); and tf applicable, the electronic
product radiation control provisicns (Seciions 33 1-342 ol the Act); 21 CER 1000-1050.

It vou desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go o hipAwwy [dagov/About FRA/CentersOffices/CDRH/CDRHOlices/ucm 1 13809 hum for
the Cemter for Devices and Radiological Health’s (CDRIs) Office of Comipliance. Also, please
note the regulation entitled, "Misbranding by relerence to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR reculation (21
CFR Part 803), please go o

hug:/vnww da.cov/Medical Devices/Safery/Reportalrobiem/deiaulihun for the CDRF's Oflhce
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general mformation on your responsibilitics under the Act rom the
Division of Small Manufacturers, Internationa! and Consumert Assistance at its toll-free number
{8003 638-2041 or (301) 796-7100 or at s Internet address

higz: A www fdacov/Medical Devices/ResourceslorYou/Industev/de faul U hin,

Mark N. Metkerson

Director

Division of Surgical, Orthopedic
And Restorative Devices

Office of Device Evaiuation

Center for Devices and
Radiological Health

I-nclosure
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INDICATIONS FOR USE

510(k) Number:

Device Name: Combination Neuromuscular Electrical Stimulator, interferential
Stimulator, and Transcutaneous Electrical Nerve Stimulator, Model
Nex\Wave.

indications for Use:

Interferential Mode {IFC)

¢ Symptomatic relief of chronic intractable pain, post-traumatic and post-
surgical pain.

Neuromuscular Electrical Stimulation Mode (NMES)

Muscle Re-education

Prevention or Retardation of Disuse Atrophy
Increasing Local Blood Circulation
Maintaining or Increasing Range of Motion
Relaxation of Muscle Spasms

Transcutaneous Electrical Nerve Stimulation Mode (TENS)

* Management and Symptomatic Relief of Chronic intractable Pain, Post-
traumatic and Post-surgical Pain.

Prescription Use M_ AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)
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