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Rhythm Touch Q 2-Way

; - Class: 2
. for pain relief _
Transcutaneous electrical nerve Product GZJ,
stimulator for pain relief codes: NUH

BIOSTIM KIT, K0O50174

The Rhythm Touch Q 2-Way is a dual channeled powered
nerve stimulator. It electronically stimulates nerves. It com-
prises two main components, namely, an electronic stimula-
tory module which generates the required stimulation sig- -
nals, and skin electrodes with lead wires.

" The product is supplied with two sets of electrodes, a belt to
fix and hold the unit and the electrodes, an instruction man-

ual, and a set of batteries. Power is derived from two AAA
cells located in a compartment protected by a removable

_battery cover.

. The electrodes provided with this model have 510(k) clear-

ance. They are rectangular, 1.5"1.75" in size. The lead

wires also have 510(k) clearance.

Temporary relief of pain associated with sore and aching
muscles in the lower back due to strain from exercise or

. normal household and work activities.

The Rhythm Touch Q 2-Way and the predicate device have
similar technological characteristics. The Rhythm Touch Q-
2-Way does not pose any new or different safety hazards,

- and the devices are substantially equivalent.
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¢ BesTech Consulting Services

Mr. Nicolaas C. Besseling
Consultant

2500 Wilshire Boulevard, Suite 1115
Los Angeles, California 90057

RE: K063743
Trade/Device Name: Rhythm Touch Q 2-Way
Regulation Number: 21 CFR 888.5890
Regulation Name: Transcutaneous electrical nerve stimulator for pain relief
Regulatory Class: 11
Product Code: NUH
Dated: April 3, 2007
Received: April 9, 2007

Dear Mr. Besseling:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified 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, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class 111 (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
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forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may cbtain
other general information on your responsibilities under the Act from the Division of Small -
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http:/fwww.fda.gov/cdrh/dsma/dsmamain html

Sincerely yours,
Al ) A Alr.

Mark N. Melkerson

Director,

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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Temporary relief of pain associated with sore and aching muscles in
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