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Indications and Contraindications

BIOTRONIK's Home Monitoring system is currently available

in the United States for both pacemakers and Implantable
Cardioverter Defibrillators {ICDs). The approved indications and
contraindications for the pacemakers an s are identica
regardless if the Home Monitoring functionality is available.

Warnings and Precautions

Certain therapeutic and diagnostic procedures may cause
undetected damage to pacemakers or ICDs, resulting in
malfunction or failure at a later time. The approved warnings
and precautions for the pacemakers and ICDs are identical
regardless if the Home Monitoring functionality is available.
However there are specific precautions that are applicable to
the Home Monitoring system. Please note the following Home
Monitoring specific warnings and precautions:

« Patient's Ability - Use of the Home Monitoring system requires
the patient and/or caregiver to follow the system instructions
and cooperate fully when transmitting data. If the patient can-
not understand or follow the instructions because of physical
or mental challenges, another adult who can follow the instruc-
tions will be necessary for proper transmission.

* Cellular Phone Availability - The Home Monitoring system is
not practical for patients who live in areas where cellular tele-
phone networks, utilizing the GSM standard, are not available
or are not likely to become available in the near future.

« Use in Cellular Phone Restricted Areas - The mobile patient
device [transmitter/receiver] should not be utilized in areas
where cellular phones are restricted or prohibited {i.e., com-
mercial aircraft).

« Event Triggered Report - A timely receipt of the event report
cannot be guaranteed. The receipt is also dependent on whether
the patient was physically situated in the required coverage
range of the patient device at the time the event information
was sent.

« Patient-Activated Report - The magnet effect must be pro-
grammed “synchronous” if the [Patient Report] function is
activated.

« Not for Diagnosis - The data transmitted by Home Monitoring
are not suitable for diagnosis, because not all information avail-
able in the implant is being transmitted. -

« Follow-Ups - When using Home Monitoring, the time period
between follow-up visits may not be extended.

Potential Adverse Events

The approved labeling with potential adverse events for the pace-
makers and ICDs are identical regardless if the Home Monitoring
functionality is available. Home Monitoring-does not introduce
additional potential adverse events per approved labeling.
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