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Inf{inum Medical

¢/o Mr. John O’Brien _

AJW Technology Consultants, Tnc. NOV 2 3 200
962 Allegro Lane

Apollo Beach, FL 33572

Re: K103268
Trade/Device Name: OMN] Express Patient Monitor
Regulatory Number: 21 CFR 870.2300
Regulation Name: Cardiac monitor (including cardiotachometer and rate alarm)
Regulatory Class: 1I (two)
Product Code: 74 MW]
Dated: September 17, 2010
Received: November 4,2010

Dear Mr. O’Brien:

If your device is classified (see above) into either class I (Special Controls) or class ITT (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, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

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
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comply with all the Act’s Tequirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical deyice reporting (reporting of medica)
device-related adverse cvents) (21 CFR 803); good manufacturing practice Icquirements as scf
forth in the quality systems (QS) regulation (21 CFR Part 820): and if applicable, the electronic
product radiation contro) 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
g0 to http://www.fda, gov/AboutFDA/CcntcrsOfﬁces/CDRH/CDRHOfﬁccs/ugm1 15809 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” (2ICFR Part
807.97). For questions regarding the reporting of adverse cvents under the MDR regulation (21
CFR Part 803), please go to

http://www.fda.gov/MedicalDeViccs/Safc /Re: rtaProblem/defaylt htm 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 Assistauce at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

http:/iwww fda. poviMed calDevices/Resourccs(‘orYou/Industrz/default.ht{n_.

Sincerely yours,

/Q ram D. Zuckesman, M.D.
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Indications for Use

510(k) Number (if known); KI103a0%

Device Name: Omgj Express

The purpose and function of the OMNI Express monitor is to monitor ECG, heart
rate, NIBP (systolic, diastolic, and mean arterial pressures), Sp0,, respiration,
and temperature, for adult, neonate and pediatric patients. J¢ may be used as a
bedside or portable monitor and be used in ali hospitals and hospital-type
facilities such as clinics and emergency room facilities

Prescription Use X Over-The-Counter Use
(Part 21 CFR 801 Subpartp) ~ AND/OR (21 CFR 807 Subpart C)
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