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Section 5 - 5 10k Summary

Special 510(k) SUMMARY
(as required by 807.92(c))

Regulatory Correspondent: AJW Technology Consultants, Inc
962 Allegro Lane
Apollo Beach, FL 33572
John O'Brien
iobrienrafiwtech.com
(813)645-2855
(813)677-4787

Submitter of 510(k): Infinium Medical
12151 62n"d Street North #5
Largo, FL 33773
Suleyman Bilgutay
sales@inflniummedical.com

Date of Summary: July 27, 2011

Trade/Proprietary Name: Omni Patient Monitor

Classification Name: Monitor, physiological, patient (without arrhythmia
detection or alarms.

Product Code: MWI

Reason for Submission:
The reason for this submission is to provide information that will verify the safety and
effectiveness of the Omni patient monitor in order to be cleared for sale in the United States. The
main differences between the Omni and the Omni 11 are:

* The Omni is smaller which enables it to have a display that is 10.!1 inches compared to
the predicates 12.1 inch display.

" The Omni is lighter in weight 4.7kgs than the Omni 11 which is 5.Okgs.
* The Omni waveforms have 3 to 6 traces instead of the 4, 6 or 8 traces that the Omni It

has.

Intended Use:
The purpose and function of the Omni patient monitor is to monitor basic physiological
parameters including, ECG, heart rate, NIBP (systolic, diastolic, and mean arterial pressures),
SP0 2, respiration, and temperature for adult, neonate and pediatric patients. It may be used as a
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bedside or portable monitor and be used in all hospitals and hospital-type facilities such as
clinics and emergency room facilities.

Device Description:
The OMNI patient monitor is a comprehensive monitoring system with three or six traces
compiling, processing, analyzing and displaying data from up to eight different patient
parameters. It integrates parameter measuring modules, display and recorder in one device,
featuring in compactness, lightweight and portability. Built-in battery facilitates transportation of
patient.

The OMNI patient monitor can be powered by an internal battery pack that provides I hour of
monitoring from fully charged batteries. The batteries are continuously recharged when AC
power is connected to the monitor.

Predicate Device: K103737 - OMNI 11 Patient Monitor

Substantial Equivalence: The proposed device is substantially equivalent to the
Infinium OMNI 11 Patient monitor which has been cleared
under K 103737. The proposed device has the same
intended use and similar technological characteristics as
compared to the predicate device.

Summary of Non-Clinical Data: The Omni Patient monitor underwent several electrical
safety tests to verify safety and effectiveness as well as
Software Validation.

* ANSI/AAMI ECI13:2002 - Cardiac Monitors, Heart
rate meters and alarms

" lEG 60601-1-2:2007 - Medical electrical equipment
- Part 1-2: General requirements for safety -

Collateral standard: Electromagnetic compatibility
- Requirements and tests

a ISO 9919:2005 Medical ele~trical equipment -

particular requirements for the basic safety and
essential performance of pulse oximeters.

* lEG 60601-2-27: (2005-08), Medical electrical
equipment -- Part 2-27: Particular requirements for
the safety, including essential performance, of
electrocardiographic monitoring equipment.

* AAMI/ANSI SPIO0:2002 Manual, electronic or
automated sphygmomanometers. (Cardiovascular)

Based on the conclusions of each of these tests it is
determined that the Omni patient monitor is safe and
effective.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Putblic I calil, Scj'icc

In1finium1 Medical
c/0 Mr. John O'Brien
AIW Technology Consultants, Inc
962 Allegro Lane
Apollo Beach, FL- 33572

Re: K 112329
Trade/Device Name: OMNI
Regulation Number: 21 CF-R 870,2300
Regulation Name: Patient P~hysiological tMonitor (without arrhythmnia detection or alarms)
Regulatory Class: Class 11 (two)
Product Codes: MWI. DP3S. DXN, DQA. BZQ. FLL
Dated: July 27, 2Q 11
Received: August 12, 2Q11

Dear Mr. O'Brfien:

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 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 provisionis of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premiarket approval application (PMA).
You may, therefore, market the device, subject to the genieral controls provisions of the Act. The
gecneral controls provisions of the Act include requirments for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA),
it mnay be Subjlect to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regutlations, Title 2 1, Pat s 800 to 898. In addition, FDA may
pub!lish further annu1tneens 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 mnean

that FDA has made a determination that your- device complies with other reqirements of the Act

or any Federal statutes and regulations administered boteFederal agencies. You mu1Lst

comnply with all the Act's l eqlUi remn ltS, iIIIC IM ing but not liin i ted to: registaton and Ilisting (2 1
CUR Par t 807); labeling (21 CUR Pat (801); medical dlevice reporting (reporting of medical
dlevice-related adverse events) (2 1 CUR 803); good mnanuftCICturingM practice requirem-Cuents as set
forth in the quality systems (QS) regulationI (2 1 JFR Bait 820); and if applicable, the eilectronic

product radiation control piovsioris (Sections 53 1-542 of the Act); 2 1 CUR 1000-1050.

If you desire specific advice For your dlevice On our labelin reg=ulation (21 CUR Part 80 1), please
go to 11ttg)://w\vr\v.Icfda.uo%,/AbouitF D[A/CeinteisOf'fices/CD[ZFI/C DRH-O ffICeS/uIcinII 1509.11t11 for
the Center for Devices and Radtiological Health's (CD)RH's) Office of Compliance. Also, please
note th euainette,"'ibrandling by rceference to prcminkret notification' (21 CUR l'art

807.97). For questions regarding- the reporting of adverse events under the IMDR regulation (21
CFR Part 803)), please go to

htt://ww~da~ov/~cdcalDevce/SaetyReprtarobem/cfalt~tmfor the CDRI-l s Office
of'Sur-veillance and Biomnetrics/Division of lPosurmarket Surveillance.

You may obtain other general information on your11 responsibilities tinderC the Act hrorn the
Division of'Small NManufacttirers, International and Consumer Assistance at its toll-free num-Uber
(800) 638-2041 or (301f) 796-7100 or at its Internet address

a- am D. Zuek mmMR----

Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and
Radiological HeIalth

Enclosu-re



Section 4- Indications for Use

510(k) Number (if known): KZII t3Z29j

Device Name: 0MMN Patient Monitor

The purpose and function of the OMNI Patient monitor is to monitor EGG, heart rate,
NIBP (systolic, diastolic, and mean arterial pressures), SP0 2, respiration, and
temperature, for adult, neonate and pediatric patients. It may be used as a bedside or
portable monitor and be used in all hospitals and hospital-type facilities such as clinics
and emergency room facilities,

Prescription Use _X ADO Over-The-Counter Use ___

(Part 21 CFR 8O ISubpartD) AN/R(21 CFR 807 Subpart C)

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

51 0(k) Number /c /'n23-
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