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Re: K100875
Trade/Device Name: CerOx Model 3210F
Regulation Number: 21 CFR 870.2700
Regulation Name: Oximeter

Regulatory Class: Class Il
Product Code: MUD, DPW

Dated: Deccmber 08, 2010

Received: December 15, 2010
Dear Dr. Balberg: ,

We have reviewed your Section 510(k) premarket notification of intent to market the device
seferenced above and have determincd the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in intersiate

commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or fo

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 prematket approval application (PMA).

You may, therefore, matket 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. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be wuthful and not misleading.
er class 11 (Special Controls) or class I (PMA), it
major regulations affecting your device can be

may be subject to additional controls. Existing
publish further announcements conceming yout 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

If your device is classified (see above) into eith
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
or any Federal statutes and regulations administered by other Federal agencies. You must



JAN. 27,2011 5:46PM NO. 3251 P 2

Page 2 -- Michal Balberg, Ph.TJ.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDYA has made a determination that your device complics 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 lisling (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 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling repulation (21 CER Part 801), please
po 1o http:/fwww.fda.cov/Aboutl DA/CentersOffices/ CDRI VCDRIIOffices/uem]15809.him for
the Center for Devices and Radiological Health’s (CDRH's) Office of Compliance. Also, pleasc
note the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
207.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), plcase go to

http://wew.fda.cov/Medical Devices/S afety/ReportaProblem/default him for the CDRH's Office
of Surveillance 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-frec number
(800) 638-2041 or (301) 796-7100 or at its Internet address

hitp:/fwww.fda. sov/MedicalDevices/ResourcesforYow Industry/default.htm,

Sincerely yours,

/]
//:/z, /Q/ﬂ ﬂf/w”

Mark N. Melkerson ﬂﬁ? 4

Drector

Division of Surgical, Orthopedic
And Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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510(k) Premarket Notification Or-Nim Medieal Lid.
CerOx Model 3210F

8. STATEMENT OF INDICATIONS FOR USE

510(k) Number (if known): K ]B’h& 325

Device Name: CerOx Model 3210F

Indications for Use:

The non-invasive Cer(Ox 3210F monitor is intended for use as an adjunct monitor of regional
hemoglobin oxygen saluration of blood in the brain or in a region of skeletal muscle

tissue beneath the sensor, 1t is also intended {or monitoring of microcirculation blood flow in
tissuc. The Cer(x 3210 monitor is intended {or monitoring of adults.

The prospective clinical value of data from the CerOx 3210F monitor has not been demonstrated

in discase states. The CerOx 32 10F monitor should not be used as the sole basis for diagnosis or
therapy.

Prescription Use __ X_ AND/OR. Over-The-Counter Use

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart €)
(PLEASEL DO ww&{‘w THIS LINE — CONTINUE ON ANOTHER PAGE IF
NEEDLD’)

(Division SignOft)
Division of Surgical, Orthopedie,
and Restorative Devices

510(k) Number Kl 00971<
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