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Device: Trade Name: MAC 5000 ECG Analysis System

Common/Usual Name: Electrocardiograph

Classification Names:
21 CFR 870.1025 Monitor, Physiological Patient (with Arrhythmia Detection or Alarms) 74MHX

21 CFR 870.1025 Detector and Alarm, Arrhythmia 74DSI

21 CFR 870.1425 Programmable Diagnostic Computer 74DQK

21 CFR 870.2340 Electrocardiograph 74FYW

21 CFR 870.2920 Transmitters and Receivers, Electrocardiograph, Telephone 74DXH

Predicate Device: K033492 MAC 5000 ECG Analysis System

Device Description: The MAC 5000 ECG Analysis System is designed to acquire, analyze,
display, and record ECG signals from surface ECG electrodes. The

device consists of two basic components: the processing unit and the
patient acquisition module. Models provide rechargeable battery
operation and/or optional trolley for transporting the equipment.

The MAC 5000 can deliver 3, 6, 12, or 15 lead ECG's, 12 lead
interpretive analysis, vector loops, and can be upgraded to provide
software analysis options such as high resolution signal averaging of

QRS and P wave portions of the electrocardiogram. Transmission and
reception of ECG data to and from a central ECG cardiovascular
information system is optional.

The MAC 5000 system acquires ECG data using a modular patient

data acquisition device called the CAM14 (K991735). By placing the
data acquisition device closer to the patient, signal fidelity is improved
and noise is reduced. MAC 5000 delivers 12 or 15 lead ECG's on full-
size reports with alphanumeric keyboard for patient demographics and

other data entry, a full size VGA graphics and waveform display,
integrated thermal writer and removable data storage.

Additionally, the MAC 5000 utilizes battery power for customer
convenience and can transmit and receive ECGs to and from a central
ECG cardiovascular information system via optional communication
links. The system is intended as a mobile device but the main unit can
be separated from the trolley and used as a desktop unit.
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Intended Use: The MAC 5000 ECG Analysis System is intended to acquire, analyze,

display, and record electrocardiographic information adult and pediatric
populations. Basic systems deliver 3, 6, 12, or 15 lead ECG's, 12 lead

interpretive analysis, vector loops, and can be upgraded to provide
software analysis options such as high resolution signal averaging of

QRS and P wave portions of the electrocardiogram. Transmission and
reception of ECG data to and from a central ECG cardiovascular
information system is optional.

The MAC 5000 is intended to be used under the direct supervision of a

licensed healthcare practitioner, by trained operators in a hospital or

medical professional's facility.

Technology: The MAC 5000 ECG Analysis System employs the same functional
technology as the predicate devices.

Test Summary: The MAC 5000 ECG Analysis System complies with the voluntary
standards as detailed in Section 9 of this submission. The following

quality assurance measures were applied to the development of the
system:
, Risk Analysis

ITechnical Reviews
Design Reviews

* Code Inspections
* Unit level Testing (module verification)
* Integration Testing (system verification)
* Final Acceptance Testing (validation)
* Performance Testing
* Safety Testing

Conclusion: The results of these measurements demonstrated that the MAC 5000
ECG Analysis System is as safe, as effective, and performs as well as

the predicate devices.
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