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URGENT: MEDICAL DEVICE CORRECTION (NOTIFICATION)

IMPELLA CONNECT® PORTAL GTIN: 00813502011647

[bookmark: _Hlk150936649]Dear Valued Customer,

At Abiomed, Inc. (“Abiomed”), our first priority is to our patients, including the safe and effective use of our products. Abiomed is issuing a device correction (notification) of Abiomed’s Impella Connect® software. This correction affects the display and functionality of Impella Connect only. It has no impact on Impella Pumps or the Automated Impella Controller (“AIC”) functions.
As a user of Impella Connect, please carefully review this notification.

[bookmark: REASON_FOR_NOTIFICATION:]REASON FOR NOTIFICATION:
This notification is to inform Impella Connect users that the following features have been disabled from the web-based portal because the FDA has not evaluated these features for safety and effectiveness: 
· Notifications via email feature.
· AIC alarm color on case tile feature.
· Sort case tiles by AIC alarm color feature.
· Pump metric display on case tile feature.

[bookmark: INTENDED_USE:]INTENDED USE:
Impella Connect is intended to be used to enable remote viewing of the AIC’s user interface by clinicians and by trained Abiomed personnel who assist clinicians with troubleshooting AIC alarms or other issues. Impella Connect transfers the video stream from the AIC (via the VGA output) to a cloud-based remote viewing portal. Communication between the AIC and Impella Connect is one-way (AIC to Impella Connect), and the streamed video is limited to Impella device operating parameters and alarm messages with no patient identifiable information. Impella Connect is powered directly by the AIC.

[bookmark: POTENTIAL_PATIENT_IMPACT:]POTENTIAL PATIENT IMPACT:
Patients treated with any Abiomed device used with the AIC are critical and managed in a highly controlled clinical environment i.e. ICU or specialized unit. All relevant pump information is available on the AIC. There is always one or several healthcare professionals present and only physical access to the AIC allows for changes to pump management.

Eliminating the features listed above from Impella Connect has no impact on patient care.

ACTIONS TO BE TAKEN BY THE CUSTOMER/USER:
· Clicking on the Acknowledge button when the user signs into Impella Connect confirms that the user has read and understood this notification.
· No additional actions are necessary.

Thank you for your cooperation.
If you have any questions or concerns regarding this notice, please contact ImpellaConnect@abiomed.com and/or your local clinical field staff.
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