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implantable pacemaker Pulse-generator?® - Product Code DXYZ°

PM 1250 and PM 2250 ZENEX; PM1282 and PM2282 ZENEX MRI
These low voltage (LV) devices are implantable pacemaker pulse generators,

intended to be permanently implanted in the body, that have a power supply and

electronic circuits that produce a periodic electrical pulse to stimulate the heart.

These devices are used as a substitute for the heart's intrinsic pacing system to

correct both intermittent and continuous cardiac rhythm disorders
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New pacemaker firmware was developed to further mitigate the risk of unauthorized access
to our pacemakers that utilize radio frequency (RF) communications.

Unknown/Undetermined by firm

Abbott sent an Important Cybersecurity Advisory dated August 28, 2017, to all affected
customers to notify customers of the availability of the programmer software update and
associated pacemaker firmware update. The notification material is in the form of a
Physician Letter and Hospital Letter and will be delivered to physicians and hospitals with
inventory in the US by overnight service. Customers with questions were instructed to
contact their Abbott representative or the customers technical support hotline at 1-800-722-

3774,
4828 units
Worldwide Distribution

TPLC Device Report®®

" A record in this database is created when a firm initiates a correction or removal action. The record is updated if the FDA
identifies a violation and classifies the action as a recall, and it is updated for a final time when the recall is terminated.

Learn more about medical device recalls?’.

2 Per FDA policy, recall cause determinations are subject to modification up to the point of termination of the recall.
% The manufacturer has initiated the recall and not all products have been corrected or removed. This record will be
updated as the status changes.
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