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Device: Model MES 9200 EMG System for surface electromyography (SEMG).

Legally marketed predicate device: Model MES 9000 EMG System, K-013399

Description of the Device: The device incorporates circuitry enabling the same
capabilities as the predecessor device. It is a computer based system offering options
capable of evaluating muscle groups at rest or in function by means of surface
electromyography. Muscle activity is quantified by means of re-usable or disposable
surface electrodes positioned over the muscle groups being studied. Up to eight sites can
be monitored simultaneously and displayed in time or frequency domains. The device is
essentially identical to the predecessor device except that it utilizes wireless (Bluetooth)
technology to transfer EMG data to host computer without a cable and to eliminate any
connection between the patient and line voltage.

Intended Use: Used in evaluation and recording of muscle status, at rest and in function,
as an aid in muscle re-education and muscle relaxation therapy, and to provide ability to
compare new captured data with past data to assess progress in treating patients
relaxation state.

Comparison with predicate devices: The Model MES 9200/EMG System has the same
intended uses and fundamental scientific technology as its predecessor, the Model MES
9000. The design change which is the subject of this premarket notification is to transfer
EMG data to host computer without a cable and to further increase the device's safety
through use of a battery operated EMG unit and Bluetooth wireless technology to
eliminate any possible connection between the patient and line voltage.
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Dear Mr. Adib:

We have reviewed your Section 5 10(k) premnarket notification of intent to market the device
referenced above and have determined the device is Substantially equivalent (for the indications
for uise stated in) the enclosure) to legally marketed predicate devices marketed in interstate
comnmerce 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 prernarket approval application (PMA).
You may, therefore, market the device, sulbject 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. 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 IlI (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, 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 adrninistered 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); medical device reporting (reporting of medical device-
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related ad verse events) (21I CFR 803); good mnann facn ill'- nzPractice requirements as set forth in
theC( qUalIity systems (QS5) regulIation (2 1 C F I Pat 820); and i f ap plIicablec the electronic prodcIIt
radiation control provisions (Sections 531-542 of the Act); 2 1 CFlt 1000-1050.

If you desire specific advice for your device Onl our labeling regulion01 (21 CUR Part 801), please
go to lhttp://wvv. fda.go\/AbotiI)DA/Ceniter-sOffices/CD[ RI[/CDRII-lO'FficeS/LICmI 15809.hitmr for
the Center for Devices and Rid iolIogica IHeI alth's (CDRI-l's) Offlice of Compliance. Also, please
note the regulation endtied, "i ishi-and i g by ic feence to pieiire: notification" (21 CFR Part
807.97). For qluestions regarding the reporting, of adverse events Under the MDR reguI-lation (21
CUR Part 803)), please go to
lhtt)://wxvwv.fda.gov/Mvedicall D\vices/Safety,/ReportaProblemi/cdefauLlt.hltll for the CDRH's Office
of Surveillance and Biometrics/Division of' Posimarket Surveillance.

YOU may obtain other -eneira[ in lbI rmation Onl YOUr responsibilities under the Act fromt the
Division of Small MainnfactUrer S, Inter national and Con1sumer Assistance at its toll-free number
(800) 638-2041 or (30 1) 796-7 100 or at its tIternet, address
hittp)://wwvw.fdca.gov,/M/ecliea l DcviceS/ReCsourIcesf'orYou/lnduLstr'y/defauIlt.hltml.

SinleICIy y'ourIs,

tMalvina B. E.Ydelman. NM.D.
-' Director

7 Division of Ophthalmic. Neurological,
/ and Ear. Nose and Throat Devices

Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



510(k) Number (if known): _ KflI M
Device Name: Model MES 9200IEMG System

INDICATIYONS FOR USE

> For evaluation of the status of muscles at rest and in function

>As an aid in muscle re-education and muscle relaxation therapy

> Provides ability to compare new captured data with past data to assess progress
in treating patients relaxation state

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NECESSARY)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use X OR Over-The-Coun U
(Per 21 CFR 801.109)
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