Urgent !

Field Safety Notice (FSN)

0021497- 15/ 04/ 2019- DGDMF- MDS- A - All egato Utente 3 (A03)

GETINGE 3¢

Giiltig ab
(valid from)

Last signature

DMS#
(DMS#)

2726679

Version
(Version)

Vo1

FSCA Number:

FSCA Title:

Affected Product:

Affected product details:

Description of the
problem:

Page 1 of 3
2019-04-01
FSCA-2019-03-29

Sterility assurance level of 3-way stopcock cannot be assured
in various customized tubing sets

Custom Tubing Sets with ref. no. 70102.8429; 70105.2149;
70105.5796; 70105.6052; 70106.7687; 70106.9210:
70107.1484

Additional product information incl. affected Lot no., ref. to
Annex |

Dear valued customers,

Maquet Cardiopulmonary has determined that the sterility
assurance level (SAL) requirement of 10 of the 3-way stopcock
which is included in the HLM Custom Tubing Sets cannot be
assured in the above listed Custom Tubing Sets for the specific
lot numbers in Annex 1.

A review of all specific HLM Custom Tubing Set design drawings
revealed that in various Custom Tubing Sets the orientation of
the 3-way stopcock can restrict air flow into the downstream port
of the stopcock. In situations where a non-vented cap is used on
the downstream port, the flow of humidity and gas for
sterilization can be restricted into the space of the stopcock port.
This restriction of flow into the port creates a challenge to the
sterilization process for the 3-way stopcock included in the
Custom Tubing Set.

In this case the sterility assurance level of the respective 3-way
stopcock port cannot be assured.

Individuals undergoing extracorporeal circulation usually develop
inflammatory response due to the fact that human blood cells are
exposed to foreign surface with a release of inflammatory mediators
as the consequence. The most severe form is called systemic
inflammatory response Syndrome (SIRS).

Exposure to a non-sterile or potentially non-sterile medical device
may result in infection-causing inflammatory like syndromes thereby
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deteriorating the clinical state of the patient. Additionally, infection
may occur if the device is connected to the central circulatory
system.

Maquet Cardiopulmonary has not received any complaints
associated to serious injuries or death due to a not assured sterility
assurance level of the 3-way stopcock.

Please stop using the HLM Custom Tubing Set listed in Annex | and
follow the actions to be taken in this notification.

Corrective Action: .

Advice on action to be °

taken by the user:

Referenced
documents/attachments: °

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

According to our surveillance documentation, your current
stock may include products affected by this action.

Please fill and sign the attached Letter of Acknowledgement
for customer and send it back to your local Getinge
representative.

Return immediately the affected products to your local Getinge
representative.

Annex |: List of affected products

Letter of Acknowledgement Customer
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Transmission of the Field Safety Notice:

 This notice needs to be passed on to all those who need to be aware within your
organization or to any organization where the potentially affected devices have been
transferred.

* Please transfer this notice to other organizations on which the action has an impact.

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

We 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 will provide this notification to the necessary Regulatory Agencies.

Should you have questions or require additional information, please contact your local Maquet
representative.

Sincerely,

Tty TTalIT Yy
T IR B LM

Managing Director

20/ vY-e) B
P01 wirePeagians
Feleased / Freigegeben Signatory: Signature / Unterschrift
UTC 2019-04-01, Nursel Boelens (Director of ‘ﬁ P
Safety Officer 07:53:39 Regulatory Affairs)

Maquet Cardiopulmonary GmbH
Kehler Str. 31

76437 Rastatt

GERMANY

FB-0087a
Governing Procedure: SV 09.11 Version: 04

Giiltig ab: 2018-09-18
Print-outs and copies of this document have o be checked for validity and correciness before use.
FB-0076 / V 05 Giiltig ab: 2018-06-25 Governing Procedure: SV 02.03



Urgent!

Field Safety Notice (FSN) GETINGE :'.(
-Annex |-

2019-04-01

This Annex | is considered as a supplementary attachment to the Field Safety
Notice of FSCA-2019-03-29

FSCA Number: FSCA-2019-03-29

FSCA Title: Sterility assurance level of 3-way stopcock cannot be
assured in various customized tubing sets

Affected Product: Custom Tubing Sets with ref. no. 70102.8429;

70105.2149; 70105.5796; 70105.6052; 70106.7687;
70106.9210; 70107.1484

Affected Timeframe: The affected products listed below have been sold in
the timeframe between 2017-05-18 and 2018-12-05

List of affected products per market

Material Description
701056052 BE-S 2368#Accessory Pack 92226605 20
701056052 BE-S 2368#Accessory Pack 92228845 20
701056052 BE-S 2368#Accessory Pack 92237892 20
701056052 BE-S 2368#Accessory Pack 92250367 20
701056052 BE-S 2368#Accessory Pack 92250367 20

L_" 701056052 BE-S 2368#Accessory Pack 92257173 20
£
‘g 701056052 BE-S 2368#Accessory Pack 92258759 20
<
701056052 BE-S 2368#Accessory Pack 92261487 20
701056052 BE-S 2368#Accessory Pack 92263044 20
701056052 BE-S 2368#Accessory Pack 92265902 40
701056052 BE-S 2368#Accessory Pack 92264871 20
701056052 BE-S 2368#Accessory Pack 92264217 20



Urgent!
Field Safety Notice (FSN)
-Annex I-

Canada

The Netherlands

701052149

701052149

701067687

701067687

701067687

701067687

701067687

701069210

701028429

701055796

701055796

701055796

701055796

701055796

701071484

701071484

701071484

701071484

701071484

BEQ-H 66603#Circulatory Circuit Pediatric

BEQ-H 66603#Circulatory Circuit Pediatric

BEQ-H 104801#Circuit de circulation 2

BEQ-H 104801#Circuit de circulation 2

BEQ-H 104801#Circuit de circulation 2

BEQ-H 104801#Circuit de circulation 2

BEQ-H 104801#Circuit de circulation 2

BO-H 104801#Circuit de circulation

BE-S 1560#MECC Supply Set

BE-S 2336#CH Heparine lijn

BE-S 2336#CH Heparine lijn

BE-S 2336#CH Heparine lijn

BE-S 2336#CH Heparine lijn

BE-S 2336#CH Heparine lijn

BE-S 2904#0xy adapter set

BE-S 2904#0xy adapter set

BE-S 2904#0xy adapter set

BE-S 2904#0xy adapter set

BE-S 2904#0xy adapter set

92242678

92243812

92224990

92225321

92228791

92237856

92262367

92232494

92245033

92232406

92232407

92232407

92252345

92252345

92227090

92242705

92242706

92255780

92255780
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Please note: SSUs are called to actively find out whether the listed devices have been forwarded or
sold into any other country. That country where the unit is currently located is also an affected
country. Please send any information about forwarding and selling to other countries to:
FSCA.cp@getinge.com.

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

For follow up actions, please contact us on FSCA.cp@getinge.com.

Sincerely,

Magquet Cardiopulmonary GmbH
Kehler Str. 31

76437 Rastatt

GERMANY
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