IMPORTANT MEDICAL DEVICE RECALL
Abbott, CentriMag Motors
Certain Serial Numbers between L05333-0001 and L06608-0024
Catalog Numbers 102956 (USA)

August 22, 2019
Dear Clinician,

Abbott is advising our customers that we have received reports of CentriMag Systems experiencing motor and pump issues
resulting from electromagnetic interference (EMI). Due to this EMI exposure, Customers have experienced unexpected
console screen blanking, low flow or no flow, and motor behavior including noise, vibration and heating have been reported
at a rate of 0.45%. Our investigation has identified CentriMag Motors with certain serial numbers between L05333-0001
and LO6608-0024 with an increased susceptibility to EMI. In a small number of cases, this issue has been associated with
serious injuries due to hemodynamic compromise resulting from interruption of support. As explained below, this issue can
be mitigated through recalibration of the motor.

Patient Management Recommendations
The CentriMag System includes audio and visual alarms, and the Instructions for Use (IFU) require that a full backup system
be in the vicinity of any patient on support.

e Continued use of the motor is acceptable until recalibration can be performed as long as the motor does not exhibit the
issues related to EMI.

¢ Inthe event of an EMI issue, auditory alarms will alert care-givers of the problem

e Should an EMI issue occur, switch the pump to the backup system as described in the CentriMag System Operating
Manual.

Actions that can mitigate electromagnetic interference (EMI)

The 2nd Generation CentriMag® System Operating Manuals PL-0047 (USA) provides the following Electromagnetic
interference (EMI) considerations and warning:

e Electromagnetic interference (EMI) sources in the vicinity of the System may interfere with Console performance. If
changes occur in the operating parameters of the Console due to EMI sources, immediately remove the source of EMI or
move the Console away from the source of the EMI.

e The 2nd Generation CentriMag Primary Console may interfere with the operation of other equipment in close proximity.

e Do not place equipment, other than an additional 2nd Generation Primary CentriMag Console, near the main Console or
Motor.

e Insert the cord into the AC wall outlet only. Do not use power strips and socket extensions. In the BVAD configuration
both Console power cords must be inserted directly into an AC wall outlet.

Abbott has implemented changes to the motor calibration process in manufacturing to mitigate the issue. The updated
calibration process was used to manufacture the motors shipped to customers after August 6, 2019. An Abbott representative
will contact you to explain how affected motors in your site can be recalibrated.

Please complete the acknowledgement form included in this packet and return it to Abbott. If you have questions, please
contact your local Abbott MCS Clinical Specialist or MCS HeartLine 1-800-456-1477 which is available 24 hours a day, 7 days
a week.

Thank you for your continued support. Sincerely,
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Lance Mattoon Alexander Goehring
Divisional Vice President, Quality Director, Quality
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