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Dear NMs. Buton:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenccd above and have determined the device is substantially equivalent (for the indications
for usc 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 preinarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
.-eneral controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbrandihg and
adulteration. Please note: CDRH- does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (1'MA), it
May be subject to 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 Ifrther announ-11cements concerning your device in the Federal Rezister.

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
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comply with all the Act's reCquiremnens including,. but not limited to: registration and listing (2 1
CF IIR P art 807); l abelIing (2 1 C FR Part 80 I): muedicalI device reporting (reporting of mnedicalI
dIevice-relIated adverse events) (2 1 CF-R 803); good mul~anutir ing t cc reqHIuirmets as Set
forth in thle qJUal i t systems (QS) reg-ulation (2 1 C FR Part 820); and if applIicab~le, the electronic
product radiation control provisions (Sections 53 1-542 of the Act): 2 1 CFR 1000- 1050.

1 fyou desire specific advice for your device onl our labeling regul-1ation (21 CF-R part 80 1), please
on to h1tt1)://w\ww .fdla.u-ov/AbouitFDA/Ceniter-sO1iccs/C1)RI1-/CDRZH~ffiCeS/LICml I I 5809.h-tmn for

the Center- for Devices and Radiological HeI alth's (CDRI-I's) Office of Compliance. Also, please
note thle regulation entitled. ' 4isbraitdi ng by reflerence to preriarket noti ficati on" (2 1 C FR Part
807.97). For qutestions regarding the reporting of adverse events Under the MDR regulation (2 1
CF'R Part 803)), please go to
hittp://w\wwA.t'cla.gzov/N4edical Devices/Saifetv,/IRelota~lrobleii/cdef-ault.litmi for the CDR-I 's Office
of'SUtrrcilIlance and Biomietrics/Division of lPostmnarket Surveillance.

You may obtain other general information onl yotrr responsi bilIi ties under the Act From the
Division of Smuall Mianufacturers. International and Con1sumer Assistance at its to] I-freCe number
(800) 638-2041 or (30 1) 796-7 100 or at its Internet address
lhtti)://\%,vw.fcla.(-o\;/N\,edicalDe\viceS/ReSOLurceSforYOL/lnCdustrvr/cefatult.ltni.

SinIcerely youis

NMalvina B. Lydelman, M.D.
Director
Division of Ophthalmic, Neurological,

and Ear, Nose and Throat Devices
Office offDevice Evaluation
Center- for Devices and

Radiolog-ical Health

Enclosure



SECTION 4 - Indications for Use Statement '

510(k) Number (if known): 00l.- 9 0
Device Name: Reusable Stimulating Electrodes

Indications for Use:

Blo Protech Reusable Stimulating electrodes are intended to be used to apply electricalt
stimulation current to the patient's skin or to record physiological signals.

Electrical stimulation current applications of these electrodes are:

a) Transcutaneous Electrical Nerve Stimulation (TENS) for pain relief.
b) Electrical muscle stimulation (EMS)
c) Functional electrical stimulation (FES)
d) Microcurrent electrical nerve stimulation (MENS)
e) Interferential stimulation (IF)
f) Neuromuscular electrical stimulation (NMES)

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 IFNEEDED)
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