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Dear Dr. Myers:

We have reviewed the information dated October l3,z}}3,regarding the 510(k) notification

K032736 previously submitted for the device referenced above. Based solely on the change or

modification that you have described, it does not appear that you have significantlv changed or

nrodified the design, components, method of manufacture, oJ intended use of the device

referenced above (see 21 bpn soz.g1(aX3)). Additionally, we did hot review any data submitted

with this acld to file. It is, however, your respbnsibility to determine ifithe change or

modification to the device or its labeling could significantly affect the device's saf'ety or

effectiveness and thus require submission of a new 510(k). Please refer to our guidance

document entitled, "Deciding When to Submit a 510(k) for a Change to an Existing Device" at

www.fda.sov/cdrh/ode/5lOkrnod.html. The information you have supplied will be added to the

file.

Sincerely yours,

Bram D. Zuckerman, M.D.
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and
Radiological Health . ':
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510(k) Number (if known): K03?736

Indications for Use Form

Device Name: Heart 2006

Indications for Use:

The Heart 2006 is a long-term portable dual-channel electrocardiogram monitor intended

to be used for long-term cardiac out-patient management. The unit records a period of

electrocardiogram whenever the patient feels symptoms, as indicated to him by a

physician, and presses a button on the unit. The electrocardiograms are then sent to the

physician by telephone.

The unit is indicated whenever it is desired to have electrocardiograms of a

symptomatic patient at the time of the symptoms. There are no known

contraindications.
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