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Dear Ms. Singh:

We have reviewed your Section 5 10(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 Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (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 registraiion, 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 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, Tidle 21, Parts 800 to 898. In addition, FDA may
publish further announcements 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
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); 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 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://WWwV.fda.gov/AboutFD~AJCentersOffices/CDRH/CDRHOffices/ucmI 1 5809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblenm/default~ht for the CDRH's Office
ofSurveillance and Biometrics/Division of Postmarket Surveillance.

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) 63 8-2041 or (301) 796-71 00 or at its Internet address
http://www.fda. aov/MedicalDevices/ResourcesforYou/Industrv/default~htm.

Sincerely yours,

Mark N. eeron
Director
Division of Surgical, Orthopedic,

and Restorative Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indications for Use Statement - Supplement 6
510(k) Number: K090019

Device Name: Natus Neuroworks, Model 104196

Indications for Use:

The Neuroworks is EEG software that displays physiological signals. The intended User of thisproduct is a qualified medical practitioner trained in Electroencephalography. This device isintended to be used by qualified medical practitioners who will exercise professional judgment
in using the information.

* The Neuroworks EEG software allows acquisition, display, archive, review and analysis
of physiological signals.

* The Seizure Detection component of Neuroworks is intended to mark previously
acquired sections of the adult (greater than or equal to 18 years) EEG recordings thatmay correspond to electrographic seizures, in order to assist qualified clinicalpractitioners in the assessment of EEG traces. EEG recordings should be obtained with
full scalp montage according to the standard 10/20 system.

* The Spike Detection component of Neuroworks is intended to mark previously acquiredsections of the adult (greater than or equal to 18 years) EEG recordings that maycorrespond to electrographic spikes, in order to assist qualified clinical practitioners in theassessment of EEG traces. EEG recordings should be obtained with full scalp montage
according to the standard 10/20 system.

a The aEEG functionality included in Neuroworks is intended to monitor the state of thebrain. The automated event marking function of Neuroworks is not applicable to aEEG.* Neuroworks also includes the display of aquantitative EEG plot, Compressed SpectrumArray (GSA), which is intended to help the user to monitor and analyze the EEGwaveform. The automated event marking function of Neuroworks is not applicable toGSA.

This device does not provide any diagnostic conclusion about the patient's condition to the
user.

Prescription Use _X_ OR Over-The Counter Use ___

(Per 21 CFR 801 .109)-

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

Con urrence of CDJIH, Office of Device Evaluation (ODE)
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