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(Per 21 CFR 870.2340)

Legally marketed devices to which S. E. is claimed
The Mortara Instrument's ELI 1 0 Electrocardiograph is a current technology evolution of the Mortara EL-i
and is substantially equivalent to the legally marketed predicate device:

* EL-i by Mortara Instrument (K851 702)
The proposed ELI 1 0 is the evolutionary market replacement of this Mortara predicate device.

Description:

The proposed ELI 10 will be a multi-channel, portable electrocardiograph utilizing a 4" graphic LCD. The ELI
1 0 is a 12 lead resting interpretive electrocardiograph. The ELI 1 0 simultaneously acquires data from all 12
leads. Once the data is acquired, it can be reviewed, and/or stored, and/or printed (using an external,
optional printer).

The electrocardiogram (EGG) is a graphic description of the electrical activity of the heart. This activity is
recorded from the body surface by a group of electrodes positioned at predefined places to reflect the activity
from different perspectives. The cardiac data acquired and provided by the ELI 10 is used by trained medical
personnel to assist in the diagnosis of symptomatic patients with various rhythm patterns.

Intended Use:

The ELI 1 0 is intended to be a high-performance, multi-channel electrocardiograph. As a resting
electrocardiograph, ELI 10 simultaneously acquires data from all 12 leads. Once the data is acquired, it can
be reviewed and/or stored. It will be a device primarily intended for use in hospitals, but may be used in
medical clinics and offices of any size.
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Indications for Use:

* The device is indicated for use to acquire, analyze, display and print electrocardiograms. (Printing function
available only through an external, optional printer.)

* The device is indicated for use to provide interpretation of the data for consideration by a physician.
• The device is indicated for use in a clinical setting, by a physician or by trained personnel who are acting on

the orders of a licensed physician. It is not intended as a sole means of diagnosis.
• The interpretations of ECG offered by the device are only significant when used in conjunction with a

physician over-read as well as consideration of all other relevant patient data.
* The device is indicated for use on adult populations.

• The device is indicated for use on pediatric populations for acquisition, display, and printing of multi-channel
ECGs.

• The device is not intended to be used as a vital signs physiological monitor.
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Indications for Use

510(k) Number (if known):

Device Name: Mortara ELI 10 Electrocardiograph

Indications for Use:

· The device is indicated for use to acquire, analyze, display and print electrocardiograms.
(printing function available only through an external, optional printer)

* The device is indicated for use to provide interpretation of the data for consideration by a
physician.

* The device is indicated for use in a clinical setting, by a physician or by trained personnel
who are acting on the orders of a licensed physician. It is not intended as a sole means of
diagnosis.

* The interpretations of ECG offered by the device are only significant when used in
conjunction with a physician over-read as well as consideration of all other relevant
patient data.

* The device is indicated for use on adult populations.

* The device is indicated for use on pediatric populations for acquisition, display, and
printing of multi-channel ECGs.

* The device is not intended to be used as a vital signs physiological monitor.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpar D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)
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