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Dear Mr. Radke:

Food and Drug Adminisrrat¡on
8757 Georgia Avenue
Silver Spring MD 2O9 t O

Re: K8446188
Bio-Tens Neuromuscular Stimul ator

Dated: June ll, 1985
Received: June 2l, 1985
ReguLatory Class: II

Britai.n

Device Evaluation
r Devices and RadioLoqical HeaLth

We have reviewed your Section 51Ø (k) notificaÈion of intent to market the
above device and we have determined tÌ¡e device to be substantially equivalent
to devices marketed in interstate conunerce prior to I'tay 28, Lg76r-the
enact¡nent date of the l'{edical Device À¡nendments. You may, therefore, market
your device subject to the general controls provisions of the Federal Food,
Drug, and cosnetic Act (Act). Tt¡is device has been praced into the
regulatory class èhown above, by a final regulation published in the Federal
Regi?tej. All. classes of devices are regulated by the general controF-
provisions of the Act appLicable to aL1 medical devices inch:ding annual.
registration, Iisting of devices, 9æd manufacturing practice, tãUeting, and
the misbranding and adulteration provisions of the Act; cLass II devicãs must
also meet present or future performance standards; c).ass III devices wil.l be
required to undergo prenrarket approvar at some time in the future.

Dristirrg major reguì.ations affectinÇ your device can be fgr:nd in -the Code of
Federal Regulations, Tit).e 2lr.Parts BØØ Eo 895.-- In additionr.the Food and
Drug Administration (FDÀ) may publish further announcements concerning your
device in the eq]eralBgg:Slgl. We suggest you subscribe to this publiðarion
so you can con@ FDA if you dãsire and be notifiea ðf any
additional, requirements subsequentì.y imposed on your device. Subscriptions
may be obtained from the Superintendent of Docr.¡nents, U.S. Government
Printing office, washington, D.c. 2Ø4Ø2. such information also may be
reviewed in the Dockets l"tranagement Branch (HFA-3ø5), Food and Drug
Àdministration, Room 4-62, 56ØØ Fishers låne, Rockvi].Le, Maryland 2Ø857.

This letter does not in any way denote official. FDA approval of your device
or its labeting. Àny representation that creates an impression of official.
approvaL of this device because of comp).iance with the þremarket notification
reguì.ations is misleading and constitutes misbranding. If you desire advice
on tlre labeJ.ing for your device or other information on your responsibiLities
under the Act, pLease contact the Office of CompLiance, Division of CompLiance
operations (HFz-32Ø), 8757 Georgia Avenue, Silver spring, Maryrand 2ø9LØ.

SincereLy yours,

Robert G.
Di rector
Office
Center
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