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_/(& DEPARTMENT OF HEAL TH& HUMANSERVICES Public Heelth Savice

Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850
MAY 2 3 2005
Mr. Fray Adib
President
Myotronics-Noromed, I ncorporated
15425 53" Ave South

Tukwila, Washington 98188

Re: K992694
Trade/Device Name: Model K6-I Diagnostic System
Regulation Number: 21 CFR 890.1375
Regulation Name: Diagnostic electromyograph
Regulatory Class: 11
Product Code: KZM and NFS
Dated: August 11, 1999
Received: August 12, 1999

Dear Mr. Adib

This letter corrects our substantially equivalent letter of September 10, 1999, regarding the
classification of your device which was incorrectly identified in the previous letter.

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the deviceis 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 devicesthat 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
approva (PMA). You may, therefore, market the device, subject to the general controls
provisions of the Act. The general controls provisionsof the Act include requirements for
annual registration, listing of devices, good manufacturing practice, labeling, and
prohibitions against misbrandingand adulteration.

If your device is classified (see above) into either classII (Specia Controls) or class Il
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federa Regulations. Title 21, Parts800 to 898. In
addition, FDA may publish further announcementsconcerning your device in the Federal
Register.
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Please be advised that FDA's issuance of a substantid equivalencedetermination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federa statutesand regulationsadministered by other Federa agencies.
You must comply with dl the Act's requirements, including, but not limited to: registration
and liging (21 CFR Part 807); labdling (21 CFR Part 801); good manufacturing practice
requirements as set forth in the quaity systems(QS) regulation (21 CFR Part 820); and if
applicable, the eectronic product radiation control provisions (sections 531-542 of the Act);
21 CFR 1000-1050.

Thisletter will dlow you to continue marketing your device as described in your Section
510¢k) premarket notification. The FDA finding of substantial equivaenceof your deviceto
alegdly marketed predicate device resultsin a classfication for your device and thus, permits
your deviceto proceed to the market.

If you desire specificadvicefor your device on our labeling regulation (21 CFR Part 801),
please contact the Office of Complianceat (240) 276-0115. Also, please note the regulation
entitled, "Misbranding by referenceto premarket notification™ (21 CFR Part 807.97). You
may obtain other general information on your responsbilitiesunder the Act from the Division
of Smdl Manufacturers, International and Consumer Assistanceat itstoll-free number (800)
638-2041 or (301) 443-6597 or at itsinternet address
http://www.fdagov/cdrh/industry/support/index htmi

Sincerely yours,

e

Chiu S. Lin, PhD
Director
Divison of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devicesand
Radiologicd Hedth



510(k) Number (if known): K 4426 94
DeviceName: Model K6-| Diapnostic System

Indicationsfor use

For Jaw Tracking functionsof thisdevice:

Tracks mandibular movement and postion

Far the diagnogs d functiond disorderssuch as TMJ/MMPD syndrome, musdetension,
bruxing, and ingahility d ooduson

Identification d mandibular rest pogtion

Identification d interocclusal distanceand freawvay space

Monitarsthe pogtion d the jaw in threedimensons

Representsthe spatid pogtion of the mandibular inasd edge rdaiveto the skull

For electromyographic function of thisdevice:

Intended for use far musclesd madtication, espedialy temporalis, masseter, and digadtric
Desgned to pafom alimited number d functionsin denta diagnog's

(continued on page?2)

(PLEASE DO NOT WRITEBELOW THISLINE -CONTINUEON ANOTHER PACE |F NECESSARY)

Concurrenceof CDRH, Office of Device Exaluation (ODE)
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510{k) Number

Prescription Use 4& OR Over-The-Counter Use
(Per 21 CFR 801.109)
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510(k) Number: K 992694

Device Name: Model K6-1 Diagnostic System

Indications for use — electromyographic functions of this device (continued from page 1)

For use as a stand alone system for clinical monitoring of up to eight differentmuscles. itis
ideally suited for diagnosis and treatmentevaluation by recording function/dysfunction of the
muscles of the stomatognathic system

The determination of the degree of relaxation of a particular muscle or muscle group at rest

The precise measurement of relative levels of contraction of severalmuscles during a
functional test

For both functionsof thisdevice:

Diagnosis and managementof TMJ/MPD disorders, orthodontic patients, denture patients,
and reconstruction patients.

The addition of the featuredescribedin this new Premarket Notification does not expand
upon the above indicated uses.

(PLEASEDO NOT WRI TE BELOW THISLINE - CONTINUE ONANOTHER PACE | F NECESSARY)
Concurrenceof CDRH, Office of Device Evaluation (ODE)
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Division of enOfd Restorative Devices

510(k) Number L4 'LA? 7[
Prescription Use OR Over-The-Counter Use

(Per 21 CFR 801:109
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MYOTRONICS-NOROMED, INC.

Attachment 4 K 0\ q ‘LQCIIJL

510(k) SUMMARY

1. Submitter’s Information

Date of Submission: August 11, 1999
Name and address:

Myotronics-Noromed, Inc.,
15425 - 53 Ave. So., Tukwila, WA 98188

Tel: (206) 243-4214 FAX: (206) 243-3625
Contact Name: Mr. Fray Adib
2. Device Trade Name: Model K6-I Diagnostic System
Common name: Surface EMG System
Classification name: Electromyograph

‘W Leading in Musculoskeletal Evaluation Technologies For Over 25 Years

3. Myotronics-Noromed’s intended addition of Fast Fourier Transformation (FFT) of data to the

K6-I Software is substantially equivalent to that feature found in:
ProComp DSP & ProComp mfg. by Thought Technology

Myosystem 1000 Electromyograph mfd. by Noraxon
I-330 Physiological Monitor mfd. by J & J Engineering

4. Description of the device:

The Model K6-I Diagnostic System is a surface electromyographic device that measures
and records electrical potential emanating from muscle (in addition to its ability to track

and document mandibular position/range of motion).

5. The feature being added to the software of this device, Fast Fourier Transformation (FFT) of

captured data, has the same technological characteristics as other legally marketed devices
described above and in the Special 510(k).

15425 53td Avenue South, Tukwila WA 98188 « (800) 426-0316 » (206) 243-4214 » Fax (206) 243-3625

E-mail: myotronics@aol.com « Website: www.myotronics.com « www.noromed.com
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