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Dear Mr. Radke

RECEIVED
MAY 2 7 2N5

This letter corrects our substantially equivalent letter of January 4,2001, regarding the
classification of your device which was incorrectly identified as "unclassified."

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 Foocl, Dnrg" an<l CosmeÍic Act (Act) that rlo not recluire approval of a premarket
approval (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 III
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Títle 2I, Parts 800 to 898. In
addition, FDA may publish further alìnouncements concerning your device in the Federal
Register.
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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 CFRPart 807);labeling (21 CFRPart 801), good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if
applicable, the electronic product radiation control provisions (sections 53I-542 of the Act);
2l cFR 1000-1050.

This letter will allow you to continue marketing your device as described in your Seotion

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 Ofüce of Compliance at (240) 276-0115. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification" (2I CFR Part 807.97). You
may obtain 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)

638-2041or (301) 443-6597 or at its internet address

http : //www. fda. gov/cdrh/industry/support/index. html

Sincerely yours,

@b
Chiu S. Lin, PhD
Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices
Ofüce of Device Evaluation
Center for Devices and

Radiological Health



510(k) Number:
Devicc Nsme: BioEMG II /BioJvA
IndÍcstions for Use:

At the present tíme, comparisons between patienb of elec{romyogmms, sonograms and / oriaw traces should nol be nøde

Sufficþnt nomative data have not been colleded to support sudt population-bæed measurements as 'mean electromyo-

graphic clenoh,' 'sta 'average

Ëw tra.ing of drewin at are

now tu*fr within tr /MPD)'"

ElectromyogrsPhY

l. To rccord clcctical activity of muscles of thc stomatopathic system, cspccially temporalis, ¡nasset€r

and digasuic
Z. To 

"linicaily 
monitor up to eigþt differÊut muscles ¿s au aid in diaguosis and keaü¡er¡t waluation by

recording the eledicel qgtivitj'of the muscles of the stomatognaúhic system'

3. 1.o determinc the degrec of rclaxatiou (inea-patient) of a single muscle / gfoqp of muscles at rest

4. To measu¡e rel,ative (inta-paticnt) levels of activity of sweral muscles duriug a functional act

Sonography, ioi nt vib r¡tion (sound) recordin g

l- To record and display sounds / vrbration¡ ûrom the tehporôEandibular joiut

Z To aid thc clinician in his analysis of a joint sound / vibration by allowing him to sec the wavefomr in
variow standardPlots

3 - To aid thc clinician in compaíng a paticnt's cuffent stândsrd plots to previous recorilíngs tebre, dr¡ring

and after trcaunent
4. To provide numeñcâl viiluþs thæ cdbc t¡scdto çantify thc physical charactc'ristiÇs ofûrc sounds /

vibiatio¡rs, allowing inra-patient comparisons (onþ) by thc clinician
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