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2026-04-23
URGENT FIELD SAFETY NOTICE

Manufacturer: Maguet Cardiopulmonary GmbH (SEMN: DE-MF-000020051)

FSCA Reference: 1516963 — Cardiohelp || — Potentially impaired ar failed motar fan function
FSHN Type: I ey

Affected Product: Cardiohelp Il Base Unit (Mat. 701077 135)

Unigue Device 040588633147 47

Identifier:

Affected Serial No.: All

For Attention of: Users of the medical device listed above

Dearvalued customer,

The purpose of this letter is to advise you that Maguet Cardiopulmonary GmbH (MCFY, a subsidiary of Getinge,
is voluntarily recalling Cardiohelp | following an elevated number of customer complaints reporing impaired
or failed moator fan function during startup.

The Cardiohelp Il Base Unit is intended to drive the blood pump of an extracorpareal circulation, aswell as to
cantrol and to monitor parameters of an extracorporeal circulation.

Problem des cription

The manufacturer became aware of this issue following three customer complaints. In all reported cases, the
device displayed the errar messages 'Device errar (motarfan 1) and 'Device error (motor fan 2)' during startup.
In one instance, the fans had ceased operation entirely. Both error messages are classified as low-priority
alarms and indicate an irregularity during the initial current consumption check of the motor fans; they do not
prevent the device from operating. In all cases, the devices performed as intended.

The roaot cause investigation of the fan failure is currently ongoing. Cansidering the number of devices placed
on the market (under limited market release) and the current complaint rates, this issue may potentially affect
all devices. Therefore, the manufacturer decided to initiate a precautionary recall for all Cardiohelp Il devices,

Hazardous situation
A Health Hazard Evaluation is currently ongoing. Howewer, since the failure or impairment happens during

startup and taking into account that a replacement unit shall always be available, MCP preliminary identified
the following hazardous situations that may arise fram this issue:

o Delay of treatment
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Potential harm

The possible immediate andforlong-range health conseguences and risk levels af the nonconformance include
the follawing:

o Derious hypoxia (low)

s Serious hypercarbia (low)

s Serious Hemodynamic instability (low)
e Seriousischermia (low)

haguet Cardiopulmonary GmbH has naot identified any reports of patient harm, serious injuries, or deaths due
to this izsue. All complaints were reported to have happened during startup of the device.

Comaetive Aot oii: e Return the affected products to your local Getinge representative

Action tobe taken by R |dentify Device O Quarantine Device
us er. F Return Device O Destroy Device

Details on further action(s):

s  According to our post-market surveillance documentation, you may have
products affected by this action. Please examine your inventory immed iately to
determine, if you have any affected product in your inventary.

e Please return immediately all affected products in your stock to
your local Getinge representative.

o [evicescurrently in use may continue to be used in accordance with the instruction s
foruse. Please always have a replacement device on hand.

Upon completion of the ongaing treatment, all devices currently in use shall be
processed in accordance with the instructions outlined in this Field Safety Motice.

s Fatients should be maonitored in accord ance with the care standards at your facility.

s Please always report any adverse events potentially related to
the affected products, to your Getinge repre sentative.

s Fegardless of whether ar not you own the affected product(s), duly fill out the
enclosed Letter of Acknowledgement and return it to your local Getinge
representative as soon as possible, latest by 8 May 2026, mentioning FSCA-
1516963 as reference in the subject line of your mail.

Actions to he taken by [ Product Removal O Orn-site device modification/ inspection
the manufacturer: O Software Upgrade O IFU ar labeling change
O Other O Mane

o Inform all customers possessing the affected products prompthy about this
Field Action by sending the Field Safety Motice for Customers.

Enclosed documents: « Letter of Acknowledgment Customer
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Transmission of the Field Safety Notice:

s Flease ensure in your organization that all users of the abaove-mentioned products and other persons
to be informed are made aware of this Urgent Field Safety Matice.

s Please transfer this natice to other organizations on which the action has an impact.

s |f you have given the products to third parties, please forward & copy of this information or inform the
contact person indicated below.

¢ Please maintain awareness on the notice and resulting actions for an appropriate period to ensure
effectiveness of the corrective action.

We sincerely apologize for any inconvenience this may cause you and we will do our utmost to carry through
this action as swiftly as possible.

As required, we have provided this notification to the necessary Reqgulatory Agencies.

should you have gquestions or require addition al information, please contact your local Getinge
representative.

Sincerely,

Emcioncely apred by, Delm Engml

Vice President ’ Signature: Faxaon, 1agpi e ot e

Cam.Ap 3 ZCA MM O0ACKMA 2

Email: dieterengel@getinge com

Person Responsible for Regulatory

Compliance (PRRC) R Heckoricaly sigred by: Aexader Bemian |

o i AE=sor: | mpprowe HE doamenl.
Slgnature. [ ; Apr 73, 70005 1E0B 2 T+ 2

Email: alexanderbernhardt@ getingz.com

Contact details of manufacturer
Maquet Cardiopulmonary GmbH
Kehler Str. 31

70437 Rastatt

GERMAMY

Phone: +49 7222932 -0

Ermail: FESCA cpf@netinge corm
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CUSTOMER RESPONSE FORM

FSCA Heference: 15165963 — Cardiohelp |1 — Potentially irmpaired or failed motor fan function
Affected Product: Cardiohelp [ Base Unit (Mat. Y01077135)
Affected Serial No.: All

Flease send this form at the latest by B May 2026, to your local Getinge representative.

By completing this document and signing it, | acknowledge that | hawve read and understand the following
associated points:

s | have read and understand this Field Safety Moatice. We will take action as soon as possible according to
given instruction s,

s | confirmthat | have distributed this Field Safety Motice to the affected personal.
O Idanothave any affected products in my inventory.

O I have the following affected products in my inventary:

Article Number Description Serial Humhber

01077135 Cardiokhelp || Base Unit

01077135 Cardiohelp |l Base Unit

Your Comments:

Country Hospital / Clinic (full address)
Date Mame (Function)
ignature

Please return the completed form to your local Getinge representative by email enter local Getinge mail
address orvia post enter local Getinge address or FAR =
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