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DEVICE INFORMATION:

Classification:  Class II § 870.2100 Cardiovascular blood flowmeter
Trade Name:  ECMOre ECMeasure, Alarmed Tri-Pressure Monitor

Classification Name:  The ECMOre ECMeasure Alarmed Tri-Pressure Monitor is a blood flowmeter (CFR 870.2100) that accepts the electrical signal from three blood pressure transducer amplifiers and indicates the mean pressure of each input signal, displaying digitally, and allowing for programmable alarm ranges.

EQUIVALENT DEVICE: 

The subject device is substantially equivalent in intended use and/or method of operation to the Digibio Technology Corp., Digibio Digital Blood Pressure Monitor. [K014141] 

INTENDED USE:  

The subject device is intended to only monitor invasive blood pressure of the extra-corporeal membrane oxygenator circuit as used with a COBE roller pump to take the place of currently instituted analog pressure monitoring.  High and low alarm limits are allowable which trigger an audible and visual alarm.  Three inputs are available for the application of monitoring pressure as read from the voltage signal received by transducers located pre-and post-oxygenator and post-heat exchanger. The ECMeasure is intended for use with the Abbott-Laboratories pressure transducer.

TEST RESULTS:

In vitro test results demonstrate the safety and effectiveness of the subject device as well as its labeled accuracy (+/- 15mmHg).  In accordance with SP10, a clinical trial was performed to verify the accuracy of in-vivo measurement.  The results demonstrate that the ECMeasure accurately measures the pressure in the ECMO circuit at the indicated transducer locations. This device did not produce any electrical malfunctions and is in accordance with ICE 61000-4-2 and ICE 60601-1-2. 

CONCLUSION:

The ECMOre ECMeasure Alarmed Tri-Pressure Monitor performs in a manner substantially equivalent to the predicate device with respect to its intended use of pressure monitoring from the voltage signal of a transducer.  

This summary of 510(k) safety and effectiveness information is being submitted in accordance with the requirements
FORM: F0005 Standard Controlled Document Form.doc 
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