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URGENT MEDICAL DEVICE RECALL (REMOVAL)
US Letter — AIC Purge Pressure Sensor Assembly Failures

Usclj)r(;)eiuct Product Description GTIN Im}?ﬁ:l%esrznal
0042-0000-US Impella Controller, Packaged, US 00813502010022
0042-0010-US | Impella Optical Controller, Packaged, US 00813502010985 All
0042-0040-US | Optical, AIC, Impella Controller, Pkgd, US | 00813502011401

PLEASE DISTRIBUTE THIS INFORMATION TO APPROPRIATE PERSONNEL AT YOUR
FACILITY WHO MAY USE THE PRODUCT THAT IS THE SUBJECT OF THIS NOTICE

Dear Valued Customer,

Abiomed, Inc. has issued a voluntary device recall (removal). Hospital inventory can continue to be
used to ensure continuity of care. Abiomed will contact you to coordinate scheduling of the
removal.

Abiomed is informing US customers of a removal of Automated Impella Controllers (“AICs”) to address
purge cassette recognition issues. AIC units will be returned to customers upon completion of purge flag
and purge retainer components replacements to address these issues.

REASON FOR RECALL:

Abiomed has identified an increase in complaints due to purge cassette recognition issues resulting from
failures of the purge flag component within the purge pressure sensor assembly. The purge flag engages
with the purge disc and allows the AIC to recognize that the purge disc is inserted properly. Abiomed is
addressing these failures by replacing the purge flag and purge retainer components within the purge
pressure sensor assembly of the AIC. Implementation of this replacement will be executed either
through annual preventative maintenance or individual outreach by Abiomed’s service team.
Abiomed will contact you to coordinate scheduling of the removal.

If a purge flag component failure were to occur during set up of clinical procedure, the user would see
a “Purge Disc Disconnected” alarm on the AIC. As per the Instructions for Use (IFU), first reinsert the
purge disc to address the alarm. If that action does not clear the alarm, switch to a backup Automated
Impella Controller. Refer to below for an example of the alarm:

Purge Disc Disconnected

N Re-insert Purge Disc.

CANCEL

If a purge flag component failure were to occur during hemodynamic support, the user would see a
“Purge Disc not Detected” alarm on the AIC. As per the Instructions for Use (IFU), first reinsert the
purge disc to address the alarm. If that action does not clear the alarm, switch to a backup Automated
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Impella Controller. Refer to below for an example of the alarm:

Improper cleaning can cause damage to plastic components including the purge flag. Ensure cleaning of
the AIC housing with a mild detergent as specified in the IFU.

Hospital inventory can continue to be used to ensure continuity of care. The Abiomed service team
is working on a schedule to implement this replacement. The replacement will be implemented either
through annual preventative maintenance or individual outreach.

POTENTIAL PATIENT IMPACT:

Exposure to these AIC purge flag component failures requires an AIC exchange to solve the issue. If the
failure occurs before initiation of support, there may be a delay to the procedure. In cases involving
hemodynamic instability, this delay may result in a prolonged period without mechanical circulatory
support.

If the failure occurs during active Impella support, it will usually occur during an elective exchange of
the purge cassette, but might in rare occasions also happen during ongoing support. In the case of
ongoing support, mechanical circulatory support will continue while purge delivery is stopped and the
AIC exchange is planned. Albeit urgent, exchange of the AIC can be prepared for, including additional
hemodynamic stabilization of the patient for the brief interruption of support.

A review of global complaints from January 01, 2025 to June 28, 2026 found purge flag component
failure in 0.2% of cases (193 complaints of 96,729 usages). This complaint review identified thirty-
seven (37) complaints where there was a delay of therapy and were reported as a serious injury.
Additionally, three (3) patient deaths were identified where the issue resulted in a console exchange. All
3 patients had cardiogenic shock. Although the available information suggested that the patients'
underlying clinical condition more likely contributed to the deaths, the contribution of the delay caused
by the console exchange could not be definitively excluded.

With existing alarms, monitoring, and mitigation actions, the overall benefit of the Impella system
continues to outweigh the risk.

ACTIONS TO BE TAKEN BY CUSTOMER/USER:

e Hospital inventory can continue to be used while awaiting service from Abiomed to ensure
continuity of care.

e All AIC units globally are in scope of this removal, and as such, a phased removal approach is being
implemented.

e Abiomed’s field service team will contact you to schedule the specified replacement. Please work with
them to return the identified device(s) to implement replacement of the purge flag and purge retainer
components within the purge pressure sensor assembly of the AIC.

e In the event of these purge flag component failures and associated alarms, as per IFU, first reinsert
purge disc to address the alarm. If that action does not clear the alarm, switch to a backup Automated
Impella Controller.
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e Improper cleaning can cause damage to plastic components including the purge flag. Ensure cleaning
of the AIC housing with mild detergent as specified in the IFU.

e Ensure future routine preventive maintenance is performed annually on your AIC(s) following the
guidance in the IFU

e Review, complete all fields, sign, and return the business reply form (BRF).

e Forward this notice to anyone in your facility that needs to be informed (i.e., those who manage,
transport, store, stock, or use the subject products).

e Ifany of the subject products have been forwarded to another facility, contact that facility and provide
them with this notice.
e Post a copy of this notice in a visible area for awareness.

¢ As with any medical device, adverse reactions or quality problems experienced with the use of this
product should be reported to the FDA’s MedWatch Adverse Event Reporting Program as per below
instructions:

o Complete and submit the report online: www.fda.gov/medwatch/report.htm or

o Regular Mail or Fax: Download form www.fda.gov/MedWatch/getforms.htm or call 1-800-332-
1088 to request a reporting form, then complete and return to the address on the pre-addressed
form or submit by fax to 1-800-FDA-0178.

At Abiomed, our priority is to our customers and their patients, and that includes the safe and effective
use of our products. If you have questions or concerns regarding this notice, please contact your local
clinical field staff. Thank you for your cooperation.
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