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United States (en)

GETINGE 3¢

August 2025

URGENT MEDICAL DEVICE CORRECTION
Heartstring lll Proximal Seal System
Reference Number: 1336551

Model Number uUDI Model Name Serial/Lot Numbers
HS-3045 00607567700307
HSK-3038 00607567700314 Heartstring Ill Proximal Seal System | All Unexpired Lots
HSK-3043 00607567700321
Distribution Dates: July 1, 2024 - Present
Manufacturing Dates: March 7, 2024 - Present

Dear Risk Manager,

The purpose of this letter is to advise you that Maquet Cardiovascular, a subsidiary of Getinge, is issuing an
Urgent Medical Device Correction for the Heartstring lll Proximal Seal System (HS 1l Seal). Our records indicate
that you have received one or more of the affected devices that are affected by this notification.

Issue Description

Three primary failure modes have been identified.

1.

Failure of the Heartstring Seal to Load: This failure applies to any malfunction of the device that occurs
during the four-step loading process using the Heartstring Loading Device, the visual inspection of a
successfully loaded HS 1l Seal, and unlocking the Delivery Device upon successful completion of the HS
Il Seal loading steps.

Failure of the Heartstring Seal to Deploy into the aortotomy: This failure applies to any malfunction of
the HS Il Seal and/or Delivery Device from the time the Delivery Device is successfully unlocked to once
complete delivery of the HS Ill Seal into the aortotomy and all contents of the Proximal Seal (the Tether,
Tension Spring, Seal Stem, Anchor Tab) have exited the Delivery Device.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: This failure applies to any
malfunction of a successfully deployed HS Il Seal that does not adequately control bleeding at the
anastomotic to allow the surgeon to perform suturing of the anastomosis, despite gentle adjustment of
the Tension Spring after Seal deployment and/or the use of a blower mister, suction, or saline syringe to
clear the anastomotic site. This failure includes customer identification of a defective or damaged HS IlI
Seal following successful deployment of the HS Il Seal into the aorta that results/or may result in
inadequate hemostasis that prevents the surgeon to complete the anastomosis without removing the
defective HS Il Seal.

Root cause investigation is ongoing at this time.

Risks to Health

1.

Failure to Load: When used in accordance with the device Instructions for Use (IFU), a HS Il Seal that fails
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to load does not pose a direct risk to the patient. However, this failure may lead to a delay in the surgical
procedure. This delay can range from a few minutes to retrieve and load a new Seal, to a potential
conversion from using the HS Ill Seal to perform the proximal anastomosis to employing an aortic clamp
to complete the procedure.

Failure to Deploy: When the loaded HS Il Seal fails to deploy from the Delivery Device, the following

procedural steps have already been performed and may contribute to the potential risk of patient harm.

If the loaded HS Il Seal fails to deploy from the Delivery Device, several procedural steps will have already

been completed which may increase the potential risk of patient harm.

e The aortotomy has been created.

e The distal end of the Delivery Device Tube has been inserted through the aortotomy.

e The Plunger of the Delivery Device has been depressed, or an attempt has been made to depress it.

e The loaded HS Il Seal has not successfully deployed from the distal end of the Delivery Device Tube.

e When the Delivery Device is removed from the aortotomy the HS Il Seal will not be deployed and
bleeding from the aortotomy will need to be controlled by placing a finger over the aortotomy.

The following potential patient harms may occur:

e Surgical procedure delay: to remove the non-deployed HS Il Seal, open a new HS Ill Proximal Seal,
load the Seal into the Delivery Device, and deliver the loaded HS Il Seal into the created aortotomy
(delay without additional intervention) vs. the decision to use an aortic clamp to complete the
anastomosis because the loaded Seal failed to deploy (delay with an additional intervention)

e Tissue damage: may occur as a result of deploying a loaded HS Il Seal that is flared at the tip. A flared
tip will have a diameter that is larger than the distal Delivery Device Tube. Deploying a loaded Seal
that has a flared tip can cause aortotomy tissue damage and if greater force is used to deploy the
affected Seal there is a potential risk of backwalling the aorta during insertion. Tissue damage may
also occur during removal of the Delivery Device from the aortotomy, deploying a second loaded HS
[l Seal into the same aortotomy, and/or needing to convert to use of an aortic clamp to complete the
aortotomy.

e Bleeding: minimal blood loss may occur when removing the Delivery Device from the aortotomy,
controlling the bleeding from the aortotomy manually, and delivering a replacement HS Il Seal.
Greater blood loss, requiring additional intervention, may occur if tissue damage occurs.

e Embolic event resulting from additional manipulation of the aorta to address the HS Il Seal loading
failure.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: When a deployed HS Il Seal
fails to provide adequate hemostasis for the surgeon to complete the proximal anastomosis, several steps
of the HS Il Seal System use have already been completed and may increase the potential risk of patient
harm. The following procedural steps will have taken place.

e The aortotomy has been created.

e The loaded HS Il Seal has been deployed into the aorta.

e Bleeding from the aorta is deemed by the surgeon too great to perform the anastomosis.

The following potential patient harms may occur:

e Surgical procedure delay: may occur as follows:

o Additional operative time taken to attempt to make Seal adjustments to improve hemostasis
by the delivered HS Il Seal, remove the defective HS Il Seal, open a new HS Il Seal, load the
replacement HS Il Seal, and deliver the loaded HS Il Seal into the created aortotomy
(procedure delay without additional intervention)

o Surgeon deems it most appropriate to use an aortic clamp to complete the anastomosis
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because the deployed HS Il Seal failed to provide adequate hemostasis to complete the
anastomosis and a replacement HS Il Seal is not available or surgeon preference determines
the situation does not allow for use of a replacement HS IIl Seal and an aortic clamp is use to
complete the proximal anastomosis per traditional surgical technique. (procedure delay with
an additional intervention)

e Tissue damage: Tissue damage may occur during manipulation of the affected HS Il Seal, during Seal
deployment of a second loaded HS Il Seal into the same aortotomy, and/or needing to convert to use
of an aortic clamp to complete the aortotomy.

e Bleeding: A small amount of blood loss around the deployed HS Il Seal is normal and expected while
performing the proximal anastomosis using a HS Ill Seal. Greater blood loss requiring additional
intervention may occur when aortic tissue damage occurs, regardless of the cause.

e Embolic event(s): resulting from additional manipulation of the aorta secondary to addressing the HS
[l Seal failure to provide adequate hemostasis.

Between June 1, 2023, and July 22, 2025, Getinge received the following complaints:
e 274 reports related to failure to load, representing a complaint rate of 0.386%
e 96 reports related to failure to deploy, representing a complaint rate of 0.135%
e 30reports related to inadequate hemostasis, representing a complaint rate of 0.042%

Recommended Mitigations and Actions

Getinge is providing the following instructions to avoid/minimize the failures discussed above.

1. Failure of the Heartstring Seal to Load
a. Important reminders:

i. Perthe device IFU, the HS Ill Seal is intended to be loaded and removed from the Loading
Device, then inspected and adjusted if necessary to confirm successful loading and finally
unlocked prior to clearing any adventitia from the planned anastomotic area and creating
the aortotomy. Loading the HS Il Seal and confirming successful loading prior to creating
the aortotomy minimizes risk to patients because the aorta remains untouched until
confirming successful loading of the HS Il Seal.

ii. If the HS Il Seal fails to load as intended, the device should be replaced.

b. How to avoid/minimize occurrence of this failure

i. Review the Heartstring device IFU prior to use, especially if Heartstring is not used on a
routine basis.

ii. Load the HS IIl Seal by carefully following the device step-by-step Instructions for Use

(IFU).

ili. Per Section 4.3-4.5 of the IFU, confirm the HS Il Seal has been properly loaded into the
Delivery Device by inspecting the loaded HS Il Seal once the HS Il Seal has been loaded
into the Delivery Device and has been removed from the Loading Device.

iv. A HS Il Seal that is not properly inspected after removal from the Loading Device may fail
during HS Il Seal Deployment and cause patient harm. (see information relating to
Failure to Deploy).
v. Complete successful loading of the HS Ill Seal prior to cleaning the aortic surface
adventitia and creating the aortotomy.
C. Action to be taken if the HS Il Seal fails to load.
i. Discard the failed HS Ill Seal.
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ii. Always have a second HS Il Seal available to replace a failed device. Refer to the device
IFU to ensure successful loading.
2. Failure of the Heartstring lll Seal to Deploy into the aortotomy
a. Important reminders:

i. Ensure the HS lll Seal has been properly loaded into the Delivery Device as described in
the section above.
ii. After removing the loaded HS lll Seal from the Loading Device, inspect the loaded HS Il
Seal, according to IFU Sections 4.3-4.5, to confirm the following:
1. The loaded HS Il Seal is not cracked.

2. The portion of the HS Ill Seal that is not loaded into the Delivery Device Tube
does not flare wider than the Delivery Device Tube diameter.
3. The Tension Spring ends are aligned such that they will contact both proximal
edges of the loaded HS Il Seal during Seal delivery into the aortotomy.
b. How to avoid/minimize the occurrence of this failure:

i. After confirmation of successful HS Il Seal loading and creation of the aortotomy, deploy
the loaded HS Ill Seal into the aortotomy by carefully following the steps for HS Ill Seal
deployment documented in the device IFU.

ii. If the HS Il Seal fails to deploy as intended, the device should be replaced.

c. Action to be taken if the HS Il Seal fails to successfully deploy into the aorta.

i. Occlude the aortotomy to control bleeding using an index finger.

ii. Open asecond HS Il Seal. Load the HS 11l Seal per the device IFU. Deliver the loaded HS IlI
Seal into the aortotomy and follow the IFU to complete the anastomosis.

iii. If delivery of the second HS Ill Seal into the aortotomy is not successful, or surgeon
preference determines the situation does not allow for use of a replacement HS Il Seal,
place a partial occlusion clamp on the aorta, isolating the aortotomy, and perform the
anastomosis per traditional surgical technique.

3. Failure of the deployed Heartstring lll Seal to provide adequate hemostasis:
a. How to avoid/minimize occurrence of this failure mode:

i. Always load and carefully inspect the loaded HS Il Seal to confirm successful loading of
the HS Il Seal into the Delivery Device prior to clearing any aorta adventitia and creating
the aortotomy. (See important reminders directly above.)

ii. Do not use the Heartstring Proximal Seal System in patients with a thin-walled aorta.

iii. When performing multiple anastomosis, ensure all anastomotic sites are at least 1.5 cm
apart to ensure hemostasis.

iv. Do not soak the HS Ill Seal in solution prior to deployment.

b. Action to be taken if the HS Ill Seal does not open/provide adequate hemostasis post Seal
deployment.

i. Cover the aortotomy with an index finger and gently adjust the Tension Spring to ensure
the HS Ill Seal has been fully deployed.
ii. Iflack of adequate hemostasis persists:

1. Remove the deployed HS IIl Seal from the aortotomy per device IFU.

2. Load asecond HS Il Seal and deploy the loaded Seal into the aortotomy per
device IFU and complete the anastomosis.

3. If the second HS Ill Seal is not successful or surgeon preference determines the
situation does not allow for use of a replacement HS Ill Seal, place a partial
occlusion clamp on the aorta, isolating the aortotomy, and perform the
anastomosis per traditional surgical technique.
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Customer Actions
Getinge requests that you take the following actions:

1. Please ensure this message is forwarded to any individuals that need notification within your organization
or any organization where the affected devices have been transferred.

Additional Information

Getinge is communicating this information to the appropriate regulatory agencies.

Adverse reactions or quality problems experienced with the use of this product may be reported to the FDA’s
MedWatch Adverse Event Reporting program either online, by regular mail or by fax using the following:
e Online: www.accessdata.fda.gov/scripts/medwatch/
e Regular Mail: 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
e Fax: 1-800-FDA-0178

We regret any inconvenience this may cause. We are committed to patient safety and appreciate your prompt
attention to this matter. If you have any questions regarding this communication, please contact your Getinge
representative or Getinge Customer Service at 1-888-880-2874, Monday through Friday between the hours of
8AM and 5PM (Pacific Time Zone).

Sincerely,

Electronically signed by:
Francisco Vicenty

Reason: | approve this
document.

Francisco Vicenty P2 Feb 19 2026

Francisco Vicenty
Director Quality & Regulatory Compliance
Getinge, Cardiovascular Surgery
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Albania (en)

August 2025
Field Safety Notice
Heartstring 1l Proximal Seal System
Reference Number: 1336551
Model Number uDI Model Name Serial/Lot Numbers

HS-3045 00607567700307
HSK-3038 00607567700314 Heartstring lll Proximal Seal System | All Unexpired Lots
HSK-3043 00607567700321
Distribution Dates: July 1, 2024 - Present
Manufacturing Dates: March 7, 2024 - Present

Dear Risk Manager,

The purpose of this letter is to advise you that Maquet Cardiovascular, a subsidiary of Getinge, is issuing an Urgent
Medical Device Correction for the Heartstring Il Proximal Seal System (HS IIl Seal). Our records indicate that you
have received one or more of the affected devices that are affected by this notification.

Issue Description

Three primary failure modes have been identified.

1.

Failure of the Heartstring Seal to Load: This failure applies to any malfunction of the device that occurs
during the four-step loading process using the Heartstring Loading Device, the visual inspection of a
successfully loaded HS Il Seal, and unlocking the Delivery Device upon successful completion of the HS
Il Seal loading steps.

Failure of the Heartstring Seal to Deploy into the aortotomy: This failure applies to any malfunction of
the HS Il Seal and/or Delivery Device from the time the Delivery Device is successfully unlocked to once
complete delivery of the HS Ill Seal into the aortotomy and all contents of the Proximal Seal (the Tether,
Tension Spring, Seal Stem, Anchor Tab) have exited the Delivery Device.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: This failure applies to any
malfunction of a successfully deployed HS Il Seal that does not adequately control bleeding at the
anastomotic to allow the surgeon to perform suturing of the anastomosis, despite gentle adjustment of
the Tension Spring after Seal deployment and/or the use of a blower mister, suction, or saline syringe to
clear the anastomotic site. This failure includes customer identification of a defective or damaged HS llI
Seal following successful deployment of the HS Il Seal into the aorta that results/or may result in
inadequate hemostasis that prevents the surgeon to complete the anastomosis without removing the
defective HS Il Seal.

Root cause investigation is ongoing at this time.

Risks to Health
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Failure to Load: When used in accordance with the device Instructions for Use (IFU), a HS Ill Seal that fails
to load does not pose a direct risk to the patient. However, this failure may lead to a delay in the surgical
procedure. This delay can range from a few minutes to retrieve and load a new Seal, to a potential
conversion from using the HS IIl Seal to perform the proximal anastomosis to employing an aortic clamp
to complete the procedure.

Failure to Deploy: When the loaded HS Il Seal fails to deploy from the Delivery Device, the following

procedural steps have already been performed and may contribute to the potential risk of patient harm. If

the loaded HS Il Seal fails to deploy from the Delivery Device, several procedural steps will have already

been completed which may increase the potential risk of patient harm.

e The aortotomy has been created.

e The distal end of the Delivery Device Tube has been inserted through the aortotomy.

e The Plunger of the Delivery Device has been depressed, or an attempt has been made to depress it.

e The loaded HS Ill Seal has not successfully deployed from the distal end of the Delivery Device Tube.

e When the Delivery Device is removed from the aortotomy the HS Ill Seal will not be deployed and
bleeding from the aortotomy will need to be controlled by placing a finger over the aortotomy.

The following potential patient harms may occur:

e Surgical procedure delay: to remove the non-deployed HS Il Seal, open a new HS Ill Proximal Seal,
load the Seal into the Delivery Device, and deliver the loaded HS Ill Seal into the created aortotomy
(delay without additional intervention) vs. the decision to use an aortic clamp to complete the
anastomosis because the loaded Seal failed to deploy (delay with an additional intervention)

e Tissue damage: may occur as a result of deploying a loaded HS Il Seal that is flared at the tip. A flared
tip will have a diameter that is larger than the distal Delivery Device Tube. Deploying a loaded Seal
that has a flared tip can cause aortotomy tissue damage and if greater force is used to deploy the
affected Seal there is a potential risk of backwalling the aorta during insertion. Tissue damage may
also occur during removal of the Delivery Device from the aortotomy, deploying a second loaded HS Il
Seal into the same aortotomy, and/or needing to convert to use of an aortic clamp to complete the
aortotomy.

e Bleeding: minimal blood loss may occur when removing the Delivery Device from the aortotomy,
controlling the bleeding from the aortotomy manually, and delivering a replacement HS Il Seal.
Greater blood loss, requiring additional intervention, may occur if tissue damage occurs.

e Embolic event resulting from additional manipulation of the aorta to address the HS Il Seal loading
failure.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: When a deployed HS Il Seal
fails to provide adequate hemostasis for the surgeon to complete the proximal anastomosis, several steps
of the HS Il Seal System use have already been completed and may increase the potential risk of patient
harm. The following procedural steps will have taken place.

e The aortotomy has been created.

e The loaded HS Ill Seal has been deployed into the aorta.

e Bleeding from the aorta is deemed by the surgeon too great to perform the anastomosis.

The following potential patient harms may occur:

e Surgical procedure delay: may occur as follows:
o Additional operative time taken to attempt to make Seal adjustments to improve hemostasis
by the delivered HS Il Seal, remove the defective HS IIl Seal, open a new HS Il Seal, load the
replacement HS Ill Seal, and deliver the loaded HS Ill Seal into the created aortotomy
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(procedure delay without additional intervention)

o Surgeon deems it most appropriate to use an aortic clamp to complete the anastomosis
because the deployed HS Il Seal failed to provide adequate hemostasis to complete the
anastomosis and a replacement HS Il Seal is not available or surgeon preference determines
the situation does not allow for use of a replacement HS Ill Seal and an aortic clamp is use to
complete the proximal anastomosis per traditional surgical technique. (procedure delay with
an additional intervention)

e Tissue damage: Tissue damage may occur during manipulation of the affected HS IIl Seal, during Seal
deployment of a second loaded HS IIl Seal into the same aortotomy, and/or needing to convert to use
of an aortic clamp to complete the aortotomy.

e Bleeding: A small amount of blood loss around the deployed HS Il Seal is normal and expected while
performing the proximal anastomosis using a HS Ill Seal. Greater blood loss requiring additional
intervention may occur when aortic tissue damage occurs, regardless of the cause.

e Embolic event(s): resulting from additional manipulation of the aorta secondary to addressing the HS
Il Seal failure to provide adequate hemostasis.

Between June 1, 2023, and July 22, 2025, Getinge received the following complaints:
e 274reports related to failure to load, representing a complaint rate of 0.386%
e 96 reports related to failure to deploy, representing a complaint rate of 0.135%
e 30reports related to inadequate hemostasis, representing a complaint rate of 0.042%

Recommended Mitigations and Actions

Getinge is providing the following instructions to avoid/minimize the failures discussed above.
1. Failure of the Heartstring Seal to Load
a. Important reminders:

i. Perthe device IFU, the HS Ill Seal is intended to be loaded and removed from the Loading
Device, then inspected and adjusted if necessary to confirm successful loading and finally
unlocked prior to clearing any adventitia from the planned anastomotic area and creating
the aortotomy. Loading the HS Il Seal and confirming successful loading prior to creating
the aortotomy minimizes risk to patients because the aorta remains untouched until
confirming successful loading of the HS Il Seal.

ii. If the HS Ill Seal fails to load as intended, the device should be replaced.

b. How to avoid/minimize occurrence of this failure

i. Review the Heartstring device IFU prior to use, especially if Heartstring is not used on a
routine basis.

ii. Loadthe HS Il Seal by carefully following the device step-by-step Instructions for Use
(IFU).

iii. Per Section 4.3-4.5 of the IFU, confirm the HS IIl Seal has been properly loaded into
the Delivery Device by inspecting the loaded HS IIl Seal once the HS Ill Seal has been
loaded into the Delivery Device and has been removed from the Loading Device.

iv. A HS Il Seal that is not properly inspected after removal from the Loading Device may fail
during HS Il Seal Deployment and cause patient harm. (see information relating to Failure
to Deploy).

v. Complete successful loading of the HS Il Seal prior to cleaning the aortic surface
adventitia and creating the aortotomy.

C. Action to be taken if the HS Ill Seal fails to load.
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11

Discard the failed HS Il Seal.
Always have a second HS Il Seal available to replace a failed device. Refer to the device
IFU to ensure successful loading.

2. Failure of the Heartstring lll Seal to Deploy into the aortotomy
a. Important reminders:

Ensure the HS Il Seal has been properly loaded into the Delivery Device as described in
the section above.
After removing the loaded HS Il Seal from the Loading Device, inspect the loaded HS IlI
Seal, according to IFU Sections 4.3-4.5, to confirm the following:
1. Theloaded HS Il Seal is not cracked.
2. The portion of the HS Ill Seal that is not loaded into the Delivery Device Tube
does not flare wider than the Delivery Device Tube diameter.
3. The Tension Spring ends are aligned such that they will contact both proximal
edges of the loaded HS IIl Seal during Seal delivery into the aortotomy.

b. How to avoid/minimize the occurrence of this failure:

After confirmation of successful HS Il Seal loading and creation of the aortotomy, deploy
the loaded HS Il Seal into the aortotomy by carefully following the steps for HS 11l Seal
deployment documented in the device IFU.

If the HS Il Seal fails to deploy as intended, the device should be replaced.

c. Action to be taken if the HS Il Seal fails to successfully deploy into the aorta.

Occlude the aortotomy to control bleeding using an index finger.

Open a second HS Il Seal. Load the HS lll Seal per the device IFU. Deliver the loaded HS IlI
Seal into the aortotomy and follow the IFU to complete the anastomosis.

If delivery of the second HS Il Seal into the aortotomy is not successful, or surgeon
preference determines the situation does not allow for use of a replacement HS Ill Seal,
place a partial occlusion clamp on the aorta, isolating the aortotomy, and perform the
anastomosis per traditional surgical technique.

3. Failure of the deployed Heartstring 1l Seal to provide adequate hemostasis:
a. How to avoid/minimize occurrence of this failure mode:

Always load and carefully inspect the loaded HS Il Seal to confirm successful loading of
the HS Il Seal into the Delivery Device prior to clearing any aorta adventitia and creating
the aortotomy. (See important reminders directly above.)

Do not use the Heartstring Proximal Seal System in patients with a thin-walled aorta.
When performing multiple anastomosis, ensure all anastomotic sites are at least 1.5 cm
apart to ensure hemostasis.

Do not soak the HS Il Seal in solution prior to deployment.

b. Action to be taken if the HS Ill Seal does not open/provide adequate hemostasis post Seal
deployment.

Cover the aortotomy with an index finger and gently adjust the Tension Spring to ensure
the HS IIl Seal has been fully deployed.
If lack of adequate hemostasis persists:
1. Remove the deployed HS Il Seal from the aortotomy per device IFU.
2. Load asecond HS Il Seal and deploy the loaded Seal into the aortotomy per
device IFU and complete the anastomosis.
3. Ifthe second HS lll Seal is not successful or surgeon preference determines the
situation does not allow for use of a replacement HS Il Seal, place a partial
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occlusion clamp on the aorta, isolating the aortotomy, and perform the
anastomosis per traditional surgical technique.

Customer Actions
Getinge requests that you take the following actions:

1. Please ensure this message is forwarded to any individuals that need notification within your organization
or any organization where the affected devices have been transferred.

Additional Information

Getinge is communicating this information to the appropriate regulatory agencies.

We regret any inconvenience this may cause. We are committed to patient safety and appreciate your prompt
attention to this matter. If you have any questions regarding this communication, please contact your Getinge
representative or Getinge Customer Service.

Sincerely,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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Armenia (en)

August 2025
Field Safety Notice
Heartstring 1l Proximal Seal System
Reference Number: 1336551
Model Number uDI Model Name Serial/Lot Numbers

HS-3045 00607567700307
HSK-3038 00607567700314 Heartstring lll Proximal Seal System | All Unexpired Lots
HSK-3043 00607567700321
Distribution Dates: July 1, 2024 - Present
Manufacturing Dates: March 7, 2024 - Present

Dear Risk Manager,

The purpose of this letter is to advise you that Maquet Cardiovascular, a subsidiary of Getinge, is issuing an Urgent
Medical Device Correction for the Heartstring Il Proximal Seal System (HS IIl Seal). Our records indicate that you
have received one or more of the affected devices that are affected by this notification.

Issue Description

Three primary failure modes have been identified.

1.

Failure of the Heartstring Seal to Load: This failure applies to any malfunction of the device that occurs
during the four-step loading process using the Heartstring Loading Device, the visual inspection of a
successfully loaded HS Il Seal, and unlocking the Delivery Device upon successful completion of the HS
Il Seal loading steps.

Failure of the Heartstring Seal to Deploy into the aortotomy: This failure applies to any malfunction of
the HS Il Seal and/or Delivery Device from the time the Delivery Device is successfully unlocked to once
complete delivery of the HS Ill Seal into the aortotomy and all contents of the Proximal Seal (the Tether,
Tension Spring, Seal Stem, Anchor Tab) have exited the Delivery Device.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: This failure applies to any
malfunction of a successfully deployed HS Il Seal that does not adequately control bleeding at the
anastomotic to allow the surgeon to perform suturing of the anastomosis, despite gentle adjustment of
the Tension Spring after Seal deployment and/or the use of a blower mister, suction, or saline syringe to
clear the anastomotic site. This failure includes customer identification of a defective or damaged HS llI
Seal following successful deployment of the HS Il Seal into the aorta that results/or may result in
inadequate hemostasis that prevents the surgeon to complete the anastomosis without removing the
defective HS Il Seal.

Root cause investigation is ongoing at this time.

Risks to Health

13

OT# 1336551



14

Failure to Load: When used in accordance with the device Instructions for Use (IFU), a HS Ill Seal that fails
to load does not pose a direct risk to the patient. However, this failure may lead to a delay in the surgical
procedure. This delay can range from a few minutes to retrieve and load a new Seal, to a potential
conversion from using the HS IIl Seal to perform the proximal anastomosis to employing an aortic clamp
to complete the procedure.

Failure to Deploy: When the loaded HS Il Seal fails to deploy from the Delivery Device, the following

procedural steps have already been performed and may contribute to the potential risk of patient harm. If

the loaded HS Il Seal fails to deploy from the Delivery Device, several procedural steps will have already

been completed which may increase the potential risk of patient harm.

e The aortotomy has been created.

e The distal end of the Delivery Device Tube has been inserted through the aortotomy.

e The Plunger of the Delivery Device has been depressed, or an attempt has been made to depress it.

e The loaded HS Ill Seal has not successfully deployed from the distal end of the Delivery Device Tube.

e When the Delivery Device is removed from the aortotomy the HS Ill Seal will not be deployed and
bleeding from the aortotomy will need to be controlled by placing a finger over the aortotomy.

The following potential patient harms may occur:

e Surgical procedure delay: to remove the non-deployed HS Il Seal, open a new HS Ill Proximal Seal,
load the Seal into the Delivery Device, and deliver the loaded HS Ill Seal into the created aortotomy
(delay without additional intervention) vs. the decision to use an aortic clamp to complete the
anastomosis because the loaded Seal failed to deploy (delay with an additional intervention)

e Tissue damage: may occur as a result of deploying a loaded HS Il Seal that is flared at the tip. A flared
tip will have a diameter that is larger than the distal Delivery Device Tube. Deploying a loaded Seal
that has a flared tip can cause aortotomy tissue damage and if greater force is used to deploy the
affected Seal there is a potential risk of backwalling the aorta during insertion. Tissue damage may
also occur during removal of the Delivery Device from the aortotomy, deploying a second loaded HS Il
Seal into the same aortotomy, and/or needing to convert to use of an aortic clamp to complete the
aortotomy.

e Bleeding: minimal blood loss may occur when removing the Delivery Device from the aortotomy,
controlling the bleeding from the aortotomy manually, and delivering a replacement HS Ill Seal.
Greater blood loss, requiring additional intervention, may occur if tissue damage occurs.

e Embolic event resulting from additional manipulation of the aorta to address the HS Il Seal loading
failure.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: When a deployed HS Il Seal
fails to provide adequate hemostasis for the surgeon to complete the proximal anastomosis, several steps
of the HS Il Seal System use have already been completed and may increase the potential risk of patient
harm. The following procedural steps will have taken place.

e The aortotomy has been created.

e The loaded HS Ill Seal has been deployed into the aorta.

e Bleeding from the aorta is deemed by the surgeon too great to perform the anastomosis.

The following potential patient harms may occur:

e Surgical procedure delay: may occur as follows:
o Additional operative time taken to attempt to make Seal adjustments to improve hemostasis
by the delivered HS Il Seal, remove the defective HS IIl Seal, open a new HS Il Seal, load the
replacement HS Ill Seal, and deliver the loaded HS Ill Seal into the created aortotomy
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(procedure delay without additional intervention)

o Surgeon deems it most appropriate to use an aortic clamp to complete the anastomosis
because the deployed HS Il Seal failed to provide adequate hemostasis to complete the
anastomosis and a replacement HS Il Seal is not available or surgeon preference determines
the situation does not allow for use of a replacement HS Ill Seal and an aortic clamp is use to
complete the proximal anastomosis per traditional surgical technique. (procedure delay with
an additional intervention)

e Tissue damage: Tissue damage may occur during manipulation of the affected HS IIl Seal, during Seal
deployment of a second loaded HS IIl Seal into the same aortotomy, and/or needing to convert to use
of an aortic clamp to complete the aortotomy.

e Bleeding: A small amount of blood loss around the deployed HS Il Seal is normal and expected while
performing the proximal anastomosis using a HS Ill Seal. Greater blood loss requiring additional
intervention may occur when aortic tissue damage occurs, regardless of the cause.

e Embolic event(s): resulting from additional manipulation of the aorta secondary to addressing the HS
Il Seal failure to provide adequate hemostasis.

Between June 1, 2023, and July 22, 2025, Getinge received the following complaints:
e 274reports related to failure to load, representing a complaint rate of 0.386%
e 96 reports related to failure to deploy, representing a complaint rate of 0.135%
e 30reports related to inadequate hemostasis, representing a complaint rate of 0.042%

Recommended Mitigations and Actions

Getinge is providing the following instructions to avoid/minimize the failures discussed above.
1. Failure of the Heartstring Seal to Load
a. Important reminders:

i. Perthe device IFU, the HS Ill Seal is intended to be loaded and removed from the Loading
Device, then inspected and adjusted if necessary to confirm successful loading and finally
unlocked prior to clearing any adventitia from the planned anastomotic area and creating
the aortotomy. Loading the HS Il Seal and confirming successful loading prior to creating
the aortotomy minimizes risk to patients because the aorta remains untouched until
confirming successful loading of the HS Il Seal.

ii. If the HS Ill Seal fails to load as intended, the device should be replaced.

b. How to avoid/minimize occurrence of this failure

i. Review the Heartstring device IFU prior to use, especially if Heartstring is not used on a
routine basis.

ii. Loadthe HS Il Seal by carefully following the device step-by-step Instructions for Use
(IFU).

iii. Per Section 4.3-4.5 of the IFU, confirm the HS IIl Seal has been properly loaded into
the Delivery Device by inspecting the loaded HS IIl Seal once the HS Ill Seal has been
loaded into the Delivery Device and has been removed from the Loading Device.

iv. A HS Il Seal that is not properly inspected after removal from the Loading Device may fail
during HS Il Seal Deployment and cause patient harm. (see information relating to Failure
to Deploy).

v. Complete successful loading of the HS Il Seal prior to cleaning the aortic surface
adventitia and creating the aortotomy.

C. Action to be taken if the HS Ill Seal fails to load.
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Discard the failed HS Il Seal.
Always have a second HS Il Seal available to replace a failed device. Refer to the device
IFU to ensure successful loading.

2. Failure of the Heartstring lll Seal to Deploy into the aortotomy
a. Important reminders:

Ensure the HS Il Seal has been properly loaded into the Delivery Device as described in
the section above.
After removing the loaded HS Il Seal from the Loading Device, inspect the loaded HS IlI
Seal, according to IFU Sections 4.3-4.5, to confirm the following:
1. Theloaded HS Il Seal is not cracked.
2. The portion of the HS Ill Seal that is not loaded into the Delivery Device Tube
does not flare wider than the Delivery Device Tube diameter.
3. The Tension Spring ends are aligned such that they will contact both proximal
edges of the loaded HS IIl Seal during Seal delivery into the aortotomy.

b. How to avoid/minimize the occurrence of this failure:

After confirmation of successful HS Il Seal loading and creation of the aortotomy, deploy
the loaded HS Il Seal into the aortotomy by carefully following the steps for HS Ill Seal
deployment documented in the device IFU.

If the HS Il Seal fails to deploy as intended, the device should be replaced.

c. Action to be taken if the HS Il Seal fails to successfully deploy into the aorta.

Occlude the aortotomy to control bleeding using an index finger.

Open a second HS Il Seal. Load the HS lll Seal per the device IFU. Deliver the loaded HS IlI
Seal into the aortotomy and follow the IFU to complete the anastomosis.

If delivery of the second HS Il Seal into the aortotomy is not successful, or surgeon
preference determines the situation does not allow for use of a replacement HS Ill Seal,
place a partial occlusion clamp on the aorta, isolating the aortotomy, and perform the
anastomosis per traditional surgical technique.

3. Failure of the deployed Heartstring 1l Seal to provide adequate hemostasis:
a. How to avoid/minimize occurrence of this failure mode:

Always load and carefully inspect the loaded HS Il Seal to confirm successful loading of
the HS Il Seal into the Delivery Device prior to clearing any aorta adventitia and creating
the aortotomy. (See important reminders directly above.)

Do not use the Heartstring Proximal Seal System in patients with a thin-walled aorta.
When performing multiple anastomosis, ensure all anastomotic sites are at least 1.5 cm
apart to ensure hemostasis.

Do not soak the HS Il Seal in solution prior to deployment.

b. Action to be taken if the HS Ill Seal does not open/provide adequate hemostasis post Seal
deployment.

Cover the aortotomy with an index finger and gently adjust the Tension Spring to ensure
the HS IIl Seal has been fully deployed.
If lack of adequate hemostasis persists:
1. Remove the deployed HS Il Seal from the aortotomy per device IFU.
2. Load asecond HS Il Seal and deploy the loaded Seal into the aortotomy per
device IFU and complete the anastomosis.
3. Ifthe second HS lll Seal is not successful or surgeon preference determines the
situation does not allow for use of a replacement HS Il Seal, place a partial
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occlusion clamp on the aorta, isolating the aortotomy, and perform the
anastomosis per traditional surgical technique.

Customer Actions
Getinge requests that you take the following actions:

1. Please ensure this message is forwarded to any individuals that need notification within your organization
or any organization where the affected devices have been transferred.

Additional Information

Getinge is communicating this information to the appropriate regulatory agencies.

We regret any inconvenience this may cause. We are committed to patient safety and appreciate your prompt
attention to this matter. If you have any questions regarding this communication, please contact your Getinge
representative or Getinge Customer Service.

Sincerely,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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Australia (en)
5th February 2026

Urgent Product Alert

Heartstring 11l Proximal Seal System — Version 2

Users of the medical device listed above

HS-3045, HSK-3038, and HSK-3043
All Unexpired Lots
Manufacturing Dates: March 7, 2024 - Present

158121

RC-2025-RN-00710-1

GETINGE, in consultation with the Therapeutic Goods Administration (TGA), is commencing a Product Alert for the

Heartstring lll Proximal Seal System (HS Il Seal) due to 3 failure modes.

Problem Description

Three primary failure modes have been identified.

1.

Failure of the Heartstring Seal to Load: This failure applies to any malfunction of the device that occurs
during the four-step loading process using the Heartstring Loading Device, the visual inspectionof a
successfully loaded HS Il Seal, and unlocking the Delivery Device upon successful completion of the HS IlI
Seal loading steps.

Failure of the Heartstring Seal to Deploy into the aortotomy: This failure applies to any malfunction of
the HS Ill Seal and/or Delivery Device from the time the Delivery Device is successfully unlocked to once
complete delivery of the HS Il Seal into the aortotomy and all contents of the Proximal Seal (the Tether,
Tension Spring, Seal Stem, Anchor Tab) have exited the Delivery Device.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: This failure applies to any
malfunction of a successfully deployed HS Il Seal that does not adequately control bleeding at the
anastomotic to allow the surgeon to perform suturing of the anastomosis, despite gentle adjustmentof
the Tension Spring after Seal deployment and/or the use of a blower mister, suction, or saline syringe to
clear the anastomotic site. This failure includes customer identification of a defective or damaged HS llI
Seal following successful deployment of the HS Il Seal into the aorta that results/or may result in
inadequate hemostasis that prevents the surgeon to complete the anastomosis withoutremoving the
defective HS Il Seal.

Root cause investigation is ongoing at this time.

Risks to Health

1.
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Failure to Load: When used in accordance with the device Instructions for Use (IFU), a HS Il Seal that fails
to load does not pose a direct risk to the patient. However, this failure may lead to a delay in the surgical
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procedure. This delay can range from a few minutes to retrieve and load a new Seal, to a potential
conversion from using the HS IIl Seal to perform the proximal anastomosis to employing an aortic clamp to
complete the procedure.

Failure to Deploy: When the loaded HS Ill Seal fails to deploy from the Delivery Device, the following
procedural steps have already been performed and may contribute to the potential risk of patient harm. If
the loaded HS IIl Seal fails to deploy from the Delivery Device, several procedural steps will have already
been completed which may increase the potential risk of patient harm.

e The aortotomy has been created.

e Thedistal end of the Delivery Device Tube has been inserted through the aortotomy.

The Plunger of the Delivery Device has been depressed, or an attempt has been made to depress it.
The loaded HS 11l Seal has not successfully deployed from the distal end of the Delivery Device Tube.
When the Delivery Device is removed from the aortotomy the HS Il Seal will not be deployed and
bleeding from the aortotomy will need to be controlled by placing a finger over the aortotomy.

The following potential patient harms may occur:

e Surgical procedure delay: to remove the non-deployed HS Il Seal, open a new HS Ill Proximal Seal,
load the Seal into the Delivery Device, and deliver the loaded HS Il Seal into the created aortotomy
(delay without additional intervention) vs. the decision to use an aortic clamp to complete the
anastomosis because the loaded Seal failed to deploy (delay with an additional intervention)

e Tissue damage: may occur as a result of deploying a loaded HS Il Seal that is flared at the tip. A flared
tip will have a diameter that is larger than the distal Delivery Device Tube. Deploying a loaded Seal that
has a flared tip can cause aortotomy tissue damage and if greater force is used to deploy the affected
Seal there is a potential risk of backwalling the aorta during insertion. Tissue damage may also occur
during removal of the Delivery Device from the aortotomy, deploying a second loaded HS Il Seal into
the same aortotomy, and/or needing to convert to use of an aortic clamp tocomplete the aortotomy.

e Bleeding: minimal blood loss may occur when removing the Delivery Device from the aortotomy,
controlling the bleeding from the aortotomy manually, and delivering a replacement HS Il Seal.
Greater blood loss, requiring additional intervention, may occur if tissue damage occurs.

e Embolic event resulting from additional manipulation of the aorta to address the HS Ill Seal loading
failure.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: When a deployed HS lll Seal fails
to provide adequate hemostasis for the surgeon to complete the proximal anastomosis, several steps of
the HS Il Seal System use have already been completed and may increase the potential risk of patient
harm. The following procedural steps will have taken place.

e The aortotomy has been created.

e Theloaded HS Il Seal has been deployed into the aorta.

e Bleeding from the aorta is deemed by the surgeon too great to perform the anastomosis.

The following potential patient harms may occur:

e Surgical procedure delay: may occur as follows:

o Additional operative time taken to attempt to make Seal adjustments to improve hemostasis
by the delivered HS Ill Seal, remove the defective HS Il Seal, open a new HS llISeal, load the
replacement HS Ill Seal, and deliver the loaded HS Ill Seal into the created aortotomy
(procedure delay without additional intervention)

o Surgeon deems it most appropriate to use an aortic clamp to complete the anastomosis
because the deployed HS Ill Seal failed to provide adequate hemostasis to complete the
anastomosis and a replacement HS Il Seal is not available or surgeon preference determines
the situation does not allow for use of a replacement HS Il Seal and an aortic clamp is use to
complete the proximal anastomosis per traditional surgical technique. (procedure delay with
an additional intervention)

e Tissue damage: Tissue damage may occur during manipulation of the affected HS Il Seal, during Seal
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deployment of a second loaded HS Il Seal into the same aortotomy, and/or needing to convertto use of
an aortic clamp to complete the aortotomy.

e Bleeding: A small amount of blood loss around the deployed HS Il Seal is normal and expected while
performing the proximal anastomosis using a HS Il Seal. Greater blood loss requiring additional
intervention may occur when aortic tissue damage occurs, regardless of the cause.

e Embolic event(s): resulting from additional manipulation of the aorta secondary to addressing the HS
Il Seal failure to provide adequate hemostasis.

Between June 1, 2023, and July 22, 2025, Getinge received the following complaints:
e 274 reports related to failure to load, representing a complaint rate of 0.386%
e 96 reports related to failure to deploy, representing a complaint rate of 0.135%
e 30reports related to inadequate hemostasis, representing a complaint rate of 0.042%

Recommended Mitigations and Actions

Getinge is providing the following instructions to avoid/minimise the failures discussed above.

1. Failure of the Heartstring Seal to Load
a. Important reminders:

i. Perthe device IFU, the HS Il Seal is intended to be loaded and removed from the
Loading Device, then inspected and adjusted if necessary to confirm successful loading
and finally unlocked prior to clearing any adventitia from the planned anastomotic area
and creating the aortotomy. Loading the HS Il Seal and confirmingsuccessful loading
prior to creating the aortotomy minimizes risk to patients becausethe aorta remains
untouched until confirming successful loading of the HS 11l Seal.

ii. If the HS Ill Seal fails to load as intended, the device should be replaced.

b. How to avoid/minimise occurrence of this failure
i. Review the Heartstring device IFU prior to use, especially if Heartstring is not used ona

routine basis.

ii. Load the HS Il Seal by carefully following the device step-by-step Instructions for Use
(IFU).

iii. Per Section 4.3-4.5 of the IFU, confirm the HS Il Seal has been properly loaded into the
Delivery Device by inspecting the loaded HS Il Seal once the HS Il Seal has beenloaded
into the Delivery Device and has been removed from the Loading Device.

iv. A HS Il Seal that is not properly inspected after removal from the Loading Device mayfail
during HS 1l Seal Deployment and cause patient harm. (see information relating toFailure
to Deploy).

v. Complete successful loading of the HS Il Seal prior to cleaning the aortic surface
adventitia and creating the aortotomy.

c. Action to be taken if the HS IIl Seal fails to load.
i. Discard the failed HS Ill Seal.

ii. Always have a second HS Il Seal available to replace a failed device. Refer to the

device IFU to ensure successful loading.

2. Failure of the Heartstring lll Seal to Deploy into the aortotomy
a. Important reminders:
i. Ensure the HS Ill Seal has been properly loaded into the Delivery Device as describedin
the section above.
ii. After removing the loaded HS Il Seal from the Loading Device, inspect the loaded HSIII
Seal, according to IFU Sections 4.3-4.5, to confirm the following:
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1. The loaded HS Il Seal is not cracked.

2. The portion of the HS Ill Seal that is not loaded into the Delivery Device
Tube does not flare wider than the Delivery Device Tube diameter.

3. The Tension Spring ends are aligned such that they will contact both
proximal edges of the loaded HS Ill Seal during Seal delivery into the
aortotomy.

a. How to avoid/minimise the occurrence of this failure:

iii. After confirmation of successful HS Ill Seal loading and creation of the aortotomy,
deploy the loaded HS lll Seal into the aortotomy by carefully following the steps forHS
[l Seal deployment documented in the device IFU.

iv. If the HS Il Seal fails to deploy as intended, the device should be replaced.

b. Action to be taken if the HS Ill Seal fails to successfully deploy into the aorta.

v. Occlude the aortotomy to control bleeding using an index finger.

vi. Open a second HS Il Seal. Load the HS Il Seal per the device IFU. Deliver the loadedHS
[l Seal into the aortotomy and follow the IFU to complete the anastomosis.

vii. If delivery of the second HS Il Seal into the aortotomy is not successful, or surgeon
preference determines the situation does not allow for use of a replacement HS IlI
Seal, place a partial occlusion clamp on the aorta, isolating the aortotomy, and
perform the anastomosis per traditional surgical technique.
3. Failure of the deployed Heartstring Il Seal to provide adequate hemostasis:
a. How to avoid/minimise occurrence of this failure mode:

i. Always load and carefully inspect the loaded HS Il Seal to confirm successful loadingof
the HS Il Seal into the Delivery Device prior to clearing any aorta adventitia and creating
the aortotomy. (See important reminders directly above.)

ii. Do not use the Heartstring Proximal Seal System in patients with a thin-walled aorta.

iii. When performing multiple anastomosis, ensure all anastomotic sites are at least 1.5cm
apart to ensure hemostasis.

iv. Do not soak the HS Il Seal in solution prior to deployment.
b. Action to be taken if the HS Ill Seal does not open/provide adequate hemostasis post Seal
deployment.
i. Cover the aortotomy with an index finger and gently adjust the Tension Spring to
ensure the HS Ill Seal has been fully deployed.
ii. If lack of adequate hemostasis persists:
1. Remove the deployed HS IIl Seal from the aortotomy per device IFU.
2. Load asecond HS Il Seal and deploy the loaded Seal into the aortotomy per
device IFU and complete the anastomosis.
If the second HS IlI Seal is not successful or surgeon preference determines the situation does not allow for useof a
replacement HS IIl Seal, place a partial occlusion clamp on the aorta, isolating the aortotomy, and perform the
anastomosis per traditional surgical technique.

Customer Actions
Getinge requests that you take the following actions:

1. Please ensure this alert is forwarded to any individuals that need notification within your organisation or
any organisation where the affected devices have been transferred.

Additional Information

Getinge is communicating this information to the appropriate regulatory agencies.

The root cause and corrective actions to address these 3 failure modes are still under investigation. Customers will
be notified once any corrective actions have been identified via a subsequent market action.

Adverse reactions or quality problems experienced with the use of this product may be reported to your local
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Getinge Australia representative or Customer Service on 1800 438 464 or emailed to Quality.AUNZ@getinge.com.

We apologise for any inconvenience this may cause. Should you have any questions or need
additional information, please contact your local Getinge Australia representative or Customer Service
on 1800 438 464.

Yours Sincerely,

74@& 01 N3 ,@M;}Z/LM

Nicole Ditrich
QRC Manager
Australia & New Zealand
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August 2025

Sicherheitshinweis
Proximales Versiegelungssystem Heartstring Ill

Referenznummer: 1336551

Modellnummer uDI Modellbezeichnung Serien-/Losnummern
HS-3045 00607567700307 Alle nicht
Proximales Versiegelungssystem enic
HSK-3038 00607567700314 . abgelaufenen
Heartstring Il ch
HSK-3043 00607567700321 argen
Distributionszeitraum: 1. Juli 2024 — Heute
Herstellungsdaten: 7. Marz 2024 — Heute

Sehr geehrte/r Anwender/in,

Mit diesem Schreiben mdchten wir Sie darliber informieren, dass Maquet Cardiovascular, eine
Tochtergesellschaft von Getinge, eine dringende KorrekturmaRnahme fiir das Proximale
Versiegelungssystem Heartstring Il (HS 11l Seal) vornimmt. Aus unseren Unterlagen geht hervor, dass Sie
mindestens eines der von dieser Mitteilung betroffenen Gerate erhalten haben.

Beschreibung des Problems

Es wurden drei primare Fehlermodi ermittelt.

1.

25

Ladeausfall der Heartstring-Versiegelung: Dieser Fehler betrifft alle Fehlfunktionen des Gerits,
die wahrend des vierstufigen Ladevorgangs mit der Heartstring-Beladungsvorrichtung, der
Sichtkontrolle einer erfolgreichen Beladung des HS Ill Seal und der Entriegelung der
Einfihrvorrichtung nach erfolgreicher Beladung des HS IIl Seal auftreten.

Ausfall der Heartstring-Versiegelung bei der Einfiihrung in die Aortotomie: Dieser Fehler betrifft
alle Fehlfunktionen der HS Ill Seal und/oder der Einfihrvorrichtung ab dem Zeitpunkt, zu dem die
Einfihrvorrichtung erfolgreich entriegelt wurde, bis zur vollstandigen Einfihrung der HS 11l Seal in
die Aortotomie und dem Austritt des gesamten Inhalts der proximalen Versiegelung (Anbindung,
Zugfeder, Versiegelungsschaft, Verankerungslasche) aus der Einfihrvorrichtung.

Keine ausreichende Hamostase durch die eingefiihrte Heartstring-Versiegelung: Dieser Fehler
betrifft jede Fehlfunktion eines erfolgreich eingeflihrten HS Il Seal, welches die Blutung an der
Anastomose nicht ausreichend kontrolliert, um dem chirurgischen Personal das Vernahen der
Anastomose zu ermdglichen, trotz behutsamer Anpassung der Zugfeder nach der Einbringung der
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Versiegelung und/oder Verwendung eines Blower Mister, einer Absaugung oder einer
Kochsalzlésungsspritze zum Reinigen der Anastomosestelle. Dieser Fehler umfasst die Feststellung
eines defekten oder beschadigten HS Il Seal durch den Kunden nach erfolgreicher Einbringung des
HS 11l Seals in die Aorta, die zu einer unzureichenden Hamostase fihrt oder fiihren kann, sodass
das chirurgische Personal die Anastomose nicht abschlieBen kann, ohne das defekte HS Il Seal zu
entfernen.

Die Ermittlung der Grundursache ist derzeit noch im Gange.

Gesundheitsrisiken

26

1.

Fehler bei der Beladung: Bei Verwendung gemaR der Gebrauchsanweisung des Gerats stellt ein HS
lIl Seal ohne Beladung kein direktes Risiko flir Patienten dar. Dieser Fehler kann jedoch zu einer
Verzogerung des chirurgischen Eingriffs flihren. Diese Verzégerung kann von wenigen Minuten zur
Entnahme und Beladung einer neuen Versiegelung bis hin zu einer moglichen Umstellung von der
Verwendung des HS lll Seal zur Durchfiihrung der proximalen Anastomose auf die Verwendung
einer Aortaklemme zum Abschluss des Vorgangs reichen.

Fehlgeschlagene Einbringung: Wenn das geladene HS Il Seal nicht aus der Einflhrvorrichtung
eingebracht werden kann, wurden die folgenden Verfahrensschritte bereits durchgefiihrt, was zu
einem potenziellen Risiko einer Patientenschadigung flihren kann. Wenn das geladene HS Il Seal
nicht aus der EinfUhrvorrichtung eingebracht werden kann, wurden bereits mehrere
Verfahrensschritte durchgefiihrt, was das potenzielle Risiko einer Patientenschadigung erhdohen
kann.

e Die Aortotomie wurde angelegt.

e Das distale Ende des Schlauchs der Einflihrvorrichtung wurde durch die Aortotomie
eingefihrt.

e Der Kolben der Einflihrvorrichtung wurde gedriickt oder es wurde versucht, ihn zu driicken.

e Die geladene HS Ill Seal konnte nicht erfolgreich vom distalen Ende des Schlauchs der
Einflhrvorrichtung eingesetzt werden.

o Wenn die EinfUhrvorrichtung aus der Aortotomie entfernt wird, wird das HS Ill Seal nicht
platziert. Blutungen aus der Aortotomie mussen durch Auflegen eines Fingers auf die
Aortotomie gestillt werden.

Die folgenden potenziellen Patientenschdaden kénnen auftreten:

e Verzégerung des chirurgischen Eingriffs: Entfernen des nicht platzierten HS Il Seal, Offnen
einer neuen HS IlI-Proximalversiegelung, Einlegen der Versiegelung in die Einfihrvorrichtung
und Einbringung des beladenen HS Il Seal in die angelegte Aortotomie (Verzogerung ohne
zusatzlichen Eingriff) vs. Entscheidung fiir die Verwendung einer Aortenklemme, um die
Anastomose abzuschliefen, da die Einbringung der Versiegelung fehlgeschlagen ist
(Verzogerung mit zusatzlichem Eingriff)

o Gewebeschadigung: Kann durch das Platzieren eines geladenen HS Il Seal mit zu weit
geoffneter Spitze entstehen. Eine aufgeweitete Spitze hat einen gréReren Durchmesser als der
distale Schlauch der Einfilihrvorrichtung. Das Einsetzen einer beladenen Versiegelung mit
aufgeweiteter Spitze kann zu einer Schadigung des Aortotomiegewebes fiihren. Wird beim
Einsetzen der betroffenen Versiegelung mehr Kraft aufgewendet, besteht die Gefahr einer
Rickwandbildung in der Aorta wahrend des Einflihrens. Gewebeschdaden kénnen auch beim
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Entfernen der Einflihrvorrichtung aus der Aortotomie, beim Einsetzen eines zweiten HS Il Seal
mit Beladung in dieselbe Aortotomie und/oder bei der Umstellung auf die Verwendung einer
Aortaklemme zur Durchfiihrung der Aortotomie auftreten.

e Blutung: Es kann zu einem minimalen Blutverlust kommen, wenn die Einfihrvorrichtung aus
der Aortotomie entfernt, die Blutung aus der Aortotomie manuell kontrolliert und ein Ersatz-
HS Il Seal eingeflihrt wird. Bei einer Gewebeschddigung kann ein groRerer Blutverlust
auftreten, der einen zusatzlichen Eingriff erfordert.

e Embolisches Ereignis infolge zusatzlicher Manipulation der Aorta zur Behebung der
fehlgeschlagenen Beladung des HS Il Seal.

3. Keine ausreichende Hamostase durch die eingefiihrte Heartstring-Versiegelung: Wenn ein
eingesetztes HS Il Seal keine ausreichende Hamostase fiir chirurgisches Personal zur Fertigstellung
der proximalen Anastomose bietet, sind mehrere Schritte der Verwendung des HS Il Seal Systems
bereits abgeschlossen und kénnen das potenzielle Risiko einer Schadigung von Patienten erhéhen.
Die folgenden Verfahrensschritte werden bereits erfolgt sein.

e Die Aortotomie wurde angelegt.
e Das HS Il Seal mit Beladung wurde in die Aorta eingesetzt.

e Die Blutung aus der Aorta wird vom chirurgischen Personal als zu grof8 fiir die Durchfiihrung
der Anastomose erachtet.

Die folgenden potenziellen Patientenschaden kdnnen auftreten:

e Verzogerung des chirurgischen Eingriffs: kann wie folgt eintreten:

O Zusatzliche operative Zeit, die flr den Versuch aufgewendet wird, Anpassungen der
Versiegelung vorzunehmen, um die Hamostase durch das eingesetzte HS Il Seal zu
verbessern, das defekte HS Ill Seal zu entfernen, ein neues HS Il Seal zu 6ffnen, das
Ersatz-HS 1ll Seal zu laden und das geladene HS lll Seal in die erstellte Aortotomie
einzufiihren (Verzogerung des Vorgangs ohne zuséatzlichen Eingriff)

o Das chirurgische Personal halt es fiir angebracht, fiir den Abschluss der Anastomose
eine Aortenklemme zu verwenden, da das eingesetzte HS Il Seal fiir keine
ausreichende Hamostase fiir den erfolgreichen Abschluss der Anastomose gesorgt hat
und entweder kein Ersatz-HS Il Seal verfiigbar ist oder das chirurgische Personal
entscheidet, dass die Verwendung eines Ersatz-HS Il Seal in der jeweiligen Situation
nicht angebracht ist und eine Aortenklemme fiir den Abschluss der proximalen
Anastomose gemdaR der herkémmlichen chirurgischen Technik verwendet wird.
(Verzogerung des Vorgangs mit einem zusatzlichen Eingriff)

o Gewebeschadigung: Gewebeschdaden kdnnen bei der Manipulation des betroffenen HS Il Seal,
bei der Platzierung eines zweiten HS Il Seal mit Beladung in derselben Aortotomie und/oder
bei der Umstellung auf die Verwendung einer Aortenklemme zur Fertigstellung der
Aortotomie auftreten.

e Blutung: Ein geringfligiger Blutverlust um das eingesetzte HS Ill Seal herum ist normal und bei
der Durchflihrung der proximalen Anastomose mit einem HS Il Seal zu erwarten. Ein gréRerer
Blutverlust, der einen zusatzlichen Eingriff erfordert, kann auftreten, wenn eine Schadigung
des Aortengewebes auftritt, unabhangig von der Ursache.
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e Embolische(s) Ereignis(se): infolge einer zusatzlichen Manipulation der Aorta sekundar zur
Behebung des Ausfalls des HS Il Seal, um eine angemessene Hamostase zu gewahrleisten.

Zwischen dem 1. Juni 2023 und dem 22. Juli 2025 erhielt Getinge die folgenden Beschwerden:

e 274 Meldungen im Zusammenhang mit einer fehlgeschlagenen Beladung, was einer
Reklamationsrate von 0,386 % entspricht

e 96 Meldungen im Zusammenhang mit der fehlgeschlagenen Einflihrung, was einer
Reklamationsrate von 0,135 % entspricht

e 30 Meldungen im Zusammenhang mit unzureichender Himostase, was einer Reklamationsrate
von 0,042 % entspricht

Empfohlene AbhilfemalRhahmen

Getinge stellt die folgenden Anweisungen zur Verfiigung, um die vorstehend erwdhnten Fehler zu
vermeiden/minimieren.

1. Ladeausfall der Heartstring-Versiegelung
a. Wichtige Hinweise:

i. GemaR der Gebrauchsanweisung des Produkts ist das HS Il Seal fiir das Beladen
und Entnehmen aus der Ladevorrichtung vorgesehen. Anschliefend wird es
Uberprift und ggf. angepasst, um die erfolgreiche Beladung zu bestatigen, und
schliefilich entriegelt, bevor jegliche Adventitia aus dem geplanten
Anastomosebereich entfernt und die Aortotomie angelegt wird. Die Beladung des
HS Il Seal und die Bestatigung der erfolgreichen Beladung vor dem Anlegen der
Aortotomie minimieren das Risiko fiir Patienten, da die Aorta bis zur Bestatigung
der erfolgreichen Beladung des HS Il Seals unberiihrt bleibt.

ii. Wenn die Beladung des HS Il Seal nicht wie vorgesehen erfolgt, sollte das Gerat
ausgetauscht werden.

b. So vermeiden/minimieren Sie das Auftreten dieses Fehlers

i. Lesen Sie die Gebrauchsanweisung des Heartstring-Gerats vor der Verwendung
durch, insbesondere wenn Heartstring nicht routinemaRig verwendet wird.

ii. Beladen Sie das HS Ill Seal, indem Sie die Schritt-flir-Schritt-Gebrauchsanweisung
des Gerats sorgfaltig befolgen.

iii. Uberpriifen Sie gemaR Abschnitt 4.3-4.5 der Gebrauchsanweisung die
ordnungsgemaRe Beladung des HS Il Seal in die Einflihrvorrichtung durch
Inspektion des beladenen HS Il Seal nach dessen Beladung in die
EinfUhrvorrichtung und Entnahme aus der Ladevorrichtung.

iv. Ein HS Il Seal, das nach der Entnahme aus der Ladevorrichtung nicht
ordnungsgemaR Uberprift wird, kann wahrend der Einflihrung des HS Il Seal
versagen und zu Verletzungen von Patienten fiihren. (siehe Informationen zu einer
fehlgeschlagenen Einflihrung).

v. Die erfolgreiche Beladung des HS Ill Seal vor der Reinigung der Aortenadventitia
und dem Anlegen der Aortotomie fertigstellen.

C. Zuergreifende MalRnahmen bei ausbleibender Beladung des HS Il Seal.
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Entsorgen Sie das defekte HS Il Seal.

Halten Sie immer ein zweites HS Il Seal bereit, um ein defektes Gerat zu ersetzen.
Beachten Sie die Gebrauchsanweisung des Gerats, um eine erfolgreiche Beladung
sicherzustellen.

2. Ausfall der Heartstring lll-Versiegelung bei der Einfiihrung in die Aortotomie
a. Wichtige Hinweise:

Stellen Sie sicher, dass das HS Il Seal wie vorstehend dargelegt ordnungsgemal in
die EinfUhrvorrichtung eingelegt wurde.

Nachdem Sie das geladene HS Il Seal aus der Ladevorrichtung entnommen haben,
Uberprifen Sie das geladene HS Ill Seal gemalk den Abschnitten 4.3—4.5 der
Gebrauchsanweisung, um Folgendes sicherzustellen:

1. Das geladene HS Il Seal ist nicht gerissen.

2. Der Teil des HS lll Seal, der nicht in den Schlauch der EinfUhrvorrichtung
gelegt wird, ist nicht breiter als der Durchmesser des Schlauchs der
EinfUhrvorrichtung.

3. Die Enden der Zugfeder sind so ausgerichtet, dass sie beide proximalen
Rander des beladenen HS Ill Seal beriihren, wahrend die Versiegelung in
die Aortotomie eingefiihrt wird.

b. So vermeiden/minimieren Sie das Auftreten dieses Fehlers:

Nach Bestatigung der erfolgreichen Beladung des HS Ill Seal und Anlegen der
Aortotomie das geladene HS Il Seal in die Aortotomie einsetzen, indem die in der
Gebrauchsanweisung des Gerdts dokumentierten Schritte zur Einfiihrung des HS IlI
Seal sorgfaltig befolgt werden.

Kann das HS Ill Seal nicht wie vorgesehen eingeflihrt werden, sollte das Gerat
ausgetauscht werden.

c. Zuergreifende MalRnahmen, wenn das HS Ill Seal nicht erfolgreich in die Aorta eingefiihrt
werden kann.

Die Aortotomie mit dem Zeigefinger verschliefen, um die Blutung zu kontrollieren.
Ein zweites HS Ill Seal 6ffnen. Das HS Il Seal gemaR Gebrauchsanweisung des
Gerats laden. Das HS Il Seal mit Beladung in die Aortotomie einfiihren und die
Anastomose gemaR Gebrauchsanweisung abschlieRen.

Wenn das Einsetzen des zweiten HS Ill Seal in die Aortotomie nicht erfolgreich ist
oder das chirurgische Personal die Situation so beurteilt, dass die Verwendung
eines Ersatz-HS IIl Seal nicht moglich ist, eine Klemme zur teilweisen Okklusion auf
die Aorta setzen, um die Aortotomie zu isolieren, und die Anastomose gemaR der
herkdmmlichen chirurgischen Technik durchfihren.

3. Keine ausreichende Hamostase durch die eingefiihrte Heartstring lll-Versiegelung:
a. Sovermeiden/minimieren Sie das Auftreten dieses Fehlermodus:

Das geladene HS Il Seal immer sorgfaltig laden und prifen, um sicherzustellen,
dass es erfolgreich in die EinfUhrvorrichtung geladen wurde, bevor Sie die
Adventitia freilegen und die Aortotomie anlegen. (Siehe die direkt vorstehend
aufgefiihrten wichtigen Hinweise.)
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ii. Die Heartstring Proximalversiegelung nicht bei Patienten mit einer diinnwandigen
Aorta verwenden.

iii. Bei Durchflihrung einer Mehrfachanastomose sicherstellen, dass alle
Anastomosenstellen mindestens 1,5 cm voneinander entfernt sind, um eine
Hamostase zu gewahrleisten.

iv. Das HS Il Seal nicht vor dem Einsetzen in Losung einweichen.

b. Zu ergreifende Mallnahmen, wenn sich das HS Il Seal nach der Einfiihrung nicht 6ffnet
bzw. keine ausreichende Hamostase gewahrleistet.
i. Decken Sie die Aortotomie mit einem Zeigefinger ab und stellen Sie die Zugfeder
vorsichtig ein, um sicherzustellen, dass das HS Ill Seal vollstéandig eingeflihrt wurde.

ii. Beianhaltend mangelhafter Himostase:

1. Entfernen Sie das eingesetzte HS Il Seal gemal} der Gebrauchsanweisung
des Geréts aus der Aortotomie.

2. Beladen Sie ein zweites HS Il Seal und setzen Sie die beladene
Versiegelung gemal der Gebrauchsanweisung des Gerats in die
Aortotomie ein, um die Anastomose abzuschlieRen.

3. Wenn das zweite HS Il Seal nicht erfolgreich ist oder das chirurgische
Personal die Situation so beurteilt, dass die Verwendung eines Ersatz-HS Il
Seal nicht moglich ist, eine Klemme zur teilweisen Okklusion auf die Aorta
setzen, um die Aortotomie zu isolieren, und die Anastomose gemal der
herkdmmlichen chirurgischen Technik durchfihren.

Von Kund-/innen zu ergreifende MaBnahmen
Getinge bittet Sie, die folgenden MaRnahmen zu ergreifen:

1. Bitte leiten Sie diese Mitteilung an alle Personen in lhrer Organisation weiter, die darliber
informiert werden missen, oder an alle Organisationen, an die betroffene Produkte
weitergegeben wurden.

Weitere Informationen

Getinge leitet diese Informationen an die zustandigen Aufsichtsbehérden weiter.

Wir bedauern etwaige Unannehmlichkeiten, die Ihnen hierdurch entstehen. Wir setzen uns fir die
Patientensicherheit ein und danken lhnen, dass Sie sich dieser Angelegenheit umgehend angenommen
haben. Wenn Sie Fragen zu dieser Mitteilung haben, wenden Sie sich bitte an Ihre Getinge-Vertretung
oder den Getinge-Kundendienst.

Mit freundlichen GruRen

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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English (en)
August 2025
Field Safety Notice
Heartstring 1l Proximal Seal System
Reference Number: 1336551
Model Number uUDI Model Name Serial/Lot Numbers
HS-3045 HSK-3038 00607567700307
HSK-3043 00607567700314 Heartstring lll Proximal Seal System | All Unexpired Lots
00607567700321
Distribution Dates: July 1, 2024 - Present
Manufacturing Dates: March 7, 2024 - Present
Dear Risk Manager,

31

The purpose of this letter is to advise you that Maquet Cardiovascular, a subsidiary of Getinge, is
issuing an Urgent Medical Device Correction for the Heartstring Ill Proximal Seal System (HS Il
Seal). Our records indicate that you have received one or more of the affected devices that are
affected by this notification.

Issue Description

Three primary failure modes have been identified.

1.

Failure of the Heartstring Seal to Load: This failure applies to any malfunction of the
device that occurs during the four-step loading process using the Heartstring Loading
Device, the visual inspection of a successfully loaded HS Il Seal, and unlocking the
Delivery Device upon successful completion of the HS Ill Seal loading steps.

Failure of the Heartstring Seal to Deploy into the aortotomy: This failure applies to any
malfunction of the HS Il Seal and/or Delivery Device from the time the Delivery Device is
successfully unlocked to once complete delivery of the HS Il Seal into the aortotomy and
all contents of the Proximal Seal (the Tether, Tension Spring, Seal Stem, Anchor Tab) have
exited the Delivery Device.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: This failure
applies to any malfunction of a successfully deployed HS Ill Seal that does not adequately
control bleeding at the anastomotic to allow the surgeon to perform suturing of the
anastomosis, despite gentle adjustment of the Tension Spring after Seal deployment
and/or the use of a blower mister, suction, or saline syringe to clear the anastomotic site.
This failure includes customer identification of a defective or damaged HS Il Seal
following successful deployment of the HS Ill Seal into the aorta that results/or may result
in inadequate hemostasis that prevents the surgeon to complete the anastomosis
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without removing the defective HS Ill Seal.

Root cause investigation is ongoing at this time.

Risks to Health

1. Failure to Load: When used in accordance with the device Instructions for Use (IFU), a HS llI
Seal that fails to load does not pose a direct risk to the patient. However, this failure may
lead to a delay in the surgical procedure. This delay can range from a few minutes to
retrieve and load a new Seal, to a potential conversion from using the HS Ill Seal to
perform the proximal anastomosis to employing an aortic clamp to complete the
procedure.

2. Failure to Deploy: When the loaded HS Il Seal fails to deploy from the Delivery Device,
the following procedural steps have already been performed and may contribute to the
potential risk of patient harm. If the loaded HS Ill Seal fails to deploy from the Delivery
Device, several procedural steps will have already been completed which may increase the
potential risk of patient harm.

e The aortotomy has been created.

e The distal end of the Delivery Device Tube has been inserted through the aortotomy.

e The Plunger of the Delivery Device has been depressed, or an attempt has been made to
depress it.

e Theloaded HS Il Seal has not successfully deployed from the distal end of the Delivery
Device Tube.

o  When the Delivery Device is removed from the aortotomy the HS Il Seal will not be
deployed and bleeding from the aortotomy will need to be controlled by placing a
finger over the aortotomy.

The following potential patient harms may occur:

e Surgical procedure delay: to remove the non-deployed HS Il Seal, open a new HS llI
Proximal Seal, load the Seal into the Delivery Device, and deliver the loaded HS Ill Seal
into the created aortotomy (delay without additional intervention) vs. the decision to
use an aortic clamp to complete the anastomosis because the loaded Seal failed to
deploy (delay with an additional intervention)

o Tissue damage: may occur as a result of deploying a loaded HS Il Seal that is flared at
the tip. A flared tip will have a diameter that is larger than the distal Delivery Device
Tube. Deploying a loaded Seal that has a flared tip can cause aortotomy tissue damage
and if greater force is used to deploy the affected Seal there is a potential risk of
backwalling the aorta during insertion. Tissue damage may also occur during removal
of the Delivery Device from the aortotomy, deploying a second loaded HS Il Seal into
the same aortotomy, and/or needing to convert to use of an aortic clamp to complete
the aortotomy.

e Bleeding: minimal blood loss may occur when removing the Delivery Device from the
aortotomy, controlling the bleeding from the aortotomy manually, and delivering a
replacement HS Ill Seal. Greater blood loss, requiring additional intervention, may
occur if tissue damage occurs.

e Embolic event resulting from additional manipulation of the aorta to address the HS llI
Seal loading failure.
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Failure of the deployed Heartstring Seal to provide adequate hemostasis: When a
deployed HS Il Seal fails to provide adequate hemostasis for the surgeon to complete the
proximal anastomosis, several steps of the HS Ill Seal System use have already been
completed and may increase the potential risk of patient harm. The following procedural
steps will have taken place.

e The aortotomy has been created.

e Theloaded HS Ill Seal has been deployed into the aorta.

e Bleeding from the aorta is deemed by the surgeon too great to perform the anastomosis.

The following potential patient harms may occur:

e Surgical procedure delay: may occur as follows:

o Additional operative time taken to attempt to make Seal adjustments to
improve hemostasis by the delivered HS Ill Seal, remove the defective HS Il
Seal, open a new HS lll Seal, load the replacement HS Il Seal, and deliver the
loaded HS Il Seal into the created aortotomy (procedure delay without
additional intervention)

o Surgeon deems it most appropriate to use an aortic clamp to complete the
anastomosis because the deployed HS Il Seal failed to provide adequate
hemostasis to complete the anastomosis and a replacement HS Il Seal is not
available or surgeon preference determines the situation does not allow for
use of a replacement HS lll Seal and an aortic clamp is use to complete the
proximal anastomosis per traditional surgical technique. (procedure delay with
an additional intervention)

e Tissue damage: Tissue damage may occur during manipulation of the affected HS Il
Seal, during Seal deployment of a second loaded HS Il Seal into the same aortotomy,
and/or needing to convert to use of an aortic clamp to complete the aortotomy.

e Bleeding: A small amount of blood loss around the deployed HS Il Seal is normal and
expected while performing the proximal anastomosis using a HS Ill Seal. Greater blood
loss requiring additional intervention may occur when aortic tissue damage occurs,
regardless of the cause.

e Embolic event(s): resulting from additional manipulation of the aorta secondary to
addressing the HS Il Seal failure to provide adequate hemostasis.

Between June 1, 2023, and July 22, 2025, Getinge received the following complaints:

274 reports related to failure to load, representing a complaint rate of 0.386%
96 reports related to failure to deploy, representing a complaint rate of 0.135%
30 reports related to inadequate hemostasis, representing a complaint rate of 0.042%

Recommended Mitigations and Actions

Getinge is providing the following instructions to avoid/minimize the failures discussed above.

1.

Failure of the Heartstring Seal to Load
a. Important reminders:

i. Perthe device IFU, the HS Ill Seal is intended to be loaded and removed
from the Loading Device, then inspected and adjusted if necessary to
confirm successful loading and finally unlocked prior to clearing any
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adventitia from the planned anastomotic area and creating the aortotomy.
Loading the HS Il Seal and confirming successful loading prior to creating
the aortotomy minimizes risk to patients because the aorta remains
untouched until confirming successful loading of the HS IlI Seal.

ii. If the HS Il Seal fails to load as intended, the device should be replaced.

b. How to avoid/minimize occurrence of this failure

i. Review the Heartstring device IFU prior to use, especially if Heartstring is
not used on a routine basis.

ii. Load the HS Il Seal by carefully following the device step-by-step
Instructions for Use (IFU).

iii. Per Section 4.3-4.5 of the IFU, confirm the HS Ill Seal has been properly
loaded into the Delivery Device by inspecting the loaded HS Ill Seal
once the HS Ill Seal has been loaded into the Delivery Device and has
been removed from the Loading Device.

iv. A HS Il Seal that is not properly inspected after removal from the
Loading Device may fail during HS 1l Seal Deployment and cause
patient harm. (see information relating to Failure to Deploy).

v. Complete successful loading of the HS Il Seal prior to cleaning the
aortic surface adventitia and creating the aortotomy.

c. Action to be taken if the HS Il Seal fails to load.

i. Discard the failed HS Ill Seal.
ii. Always have a second HS Il Seal available to replace a failed device.
Refer to the device IFU to ensure successful loading.

2. Failure of the Heartstring lll Seal to Deploy into the aortotomy
a. Important reminders:

Ensure the HS Il Seal has been properly loaded into the Delivery Device as
described in the section above.

After removing the loaded HS Il Seal from the Loading Device, inspect the
loaded HS Il Seal, according to IFU Sections 4.3-4.5, to confirm the
following:
1. Theloaded HS Il Seal is not cracked.
2. The portion of the HS Ill Seal that is not loaded into the Delivery
Device Tube does not flare wider than the Delivery Device Tube
diameter.

3. The Tension Spring ends are aligned such that they will contact
both proximal edges of the loaded HS Ill Seal during Seal delivery
into the aortotomy.

b. How to avoid/minimize the occurrence of this failure:

i. After confirmation of successful HS Il Seal loading and creation of the
aortotomy, deploy the loaded HS Il Seal into the aortotomy by carefully
following the steps for HS Il Seal deployment documented in the device
IFU.
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ii.  Ifthe HS Il Seal fails to deploy as intended, the device should be replaced.

c. Action to be taken if the HS Il Seal fails to successfully deploy into the aorta.

i. Occlude the aortotomy to control bleeding using an index finger.

ii. Openasecond HS Ill Seal. Load the HS Ill Seal per the device IFU. Deliver the
loaded HS Il Seal into the aortotomy and follow the IFU to complete the
anastomosis.

iii.  If delivery of the second HS Il Seal into the aortotomy is not successful, or
surgeon preference determines the situation does not allow for use of a
replacement HS Il Seal, place a partial occlusion clamp on the aorta, isolating
the aortotomy, and perform the anastomosis per traditional surgical technique.

3. Failure of the deployed Heartstring lll Seal to provide adequate hemostasis:
a. How to avoid/minimize occurrence of this failure mode:

i. Always load and carefully inspect the loaded HS Il Seal to confirm successful
loading of the HS Il Seal into the Delivery Device prior to clearing any aorta
adventitia and creating the aortotomy. (See important reminders directly
above.)

ii. Do not use the Heartstring Proximal Seal System in patients with a thin-
walled aorta.

iii.  When performing multiple anastomosis, ensure all anastomotic sites are at
least 1.5 cm apart to ensure hemostasis.
iv. Do not soak the HS Ill Seal in solution prior to deployment.
b. Action to be taken if the HS Ill Seal does not open/provide adequate
hemostasis post Seal deployment.

i. Cover the aortotomy with an index finger and gently adjust the Tension Spring
to ensure the HS Ill Seal has been fully deployed.
ii. Iflack of adequate hemostasis persists:
1. Remove the deployed HS Il Seal from the aortotomy per device IFU.
2. Load asecond HS Il Seal and deploy the loaded Seal into the
aortotomy per device IFU and complete the anastomosis.
3. Ifthe second HS Il Seal is not successful or surgeon preference
determines the situation does not allow for use of a
replacement HS Il Seal, place a partial occlusion clamp on the
aorta, isolating the aortotomy, and perform the anastomosis per
traditional surgical technique.

Customer Actions
Getinge requests that you take the following actions:

1. Please ensure this message is forwarded to any individuals that need notification within
your organization or any organization where the affected devices have been transferred.

Additional Information

Getinge is communicating this information to the appropriate regulatory agencies.

We regret any inconvenience this may cause. We are committed to patient safety and
appreciate your prompt attention to this matter. If you have any questions regarding this
communication, please contact your Getinge representative or Getinge Customer Service.
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Sincerely,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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Bahrain (en)

August 2025
Field Safety Notice
Heartstring 1l Proximal Seal System
Reference Number: 1336551
Model Number uUDI Model Name Serial/Lot Numbers

HS-3045 HSK-3038 00607567700307
HSK-3043 00607567700314 Heartstring Il Proximal Seal System All Unexpired Lots

00607567700321
Distribution Dates: July 1, 2024 - Present
Manufacturing Dates: March 7, 2024 - Present
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Dear Risk Manager,

The purpose of this letter is to advise you that Maquet Cardiovascular, a subsidiary of Getinge, is
issuing an Urgent Medical Device Correction for the Heartstring Il Proximal Seal System (HS Il
Seal). Our records indicate that you have received one or more of the affected devices that are
affected by this notification.

Issue Description

Three primary failure modes have been identified.

1.

Failure of the Heartstring Seal to Load: This failure applies to any malfunction of the
device that occurs during the four-step loading process using the Heartstring Loading
Device, the visual inspection of a successfully loaded HS Il Seal, and unlocking the
Delivery Device upon successful completion of the HS lll Seal loading steps.

Failure of the Heartstring Seal to Deploy into the aortotomy: This failure applies to any
malfunction of the HS Il Seal and/or Delivery Device from the time the Delivery Device is
successfully unlocked to once complete delivery of the HS Il Seal into the aortotomy and
all contents of the Proximal Seal (the Tether, Tension Spring, Seal Stem, Anchor Tab) have
exited the Delivery Device.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: This failure
applies to any malfunction of a successfully deployed HS Ill Seal that does not adequately
control bleeding at the anastomotic to allow the surgeon to perform suturing of the
anastomosis, despite gentle adjustment of the Tension Spring after Seal deployment
and/or the use of a blower mister, suction, or saline syringe to clear the anastomotic site.
This failure includes customer identification of a defective or damaged HS Il Seal
following successful deployment of the HS Ill Seal into the aorta that results/or may result
in inadequate hemostasis that prevents the surgeon to complete the anastomosis
without removing the defective HS Ill Seal.
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Root cause investigation is ongoing at this time.
Risks to Health

1. Failure to Load: When used in accordance with the device Instructions for Use (IFU), a HS llI
Seal that fails to load does not pose a direct risk to the patient. However, this failure may
lead to a delay in the surgical procedure. This delay can range from a few minutes to
retrieve and load a new Seal, to a potential conversion from using the HS Ill Seal to
perform the proximal anastomosis to employing an aortic clamp to complete the
procedure.

2. Failure to Deploy: When the loaded HS Il Seal fails to deploy from the Delivery Device,
the following procedural steps have already been performed and may contribute to the
potential risk of patient harm. If the loaded HS Ill Seal fails to deploy from the Delivery
Device, several procedural steps will have already been completed which may increase the
potential risk of patient harm.

e The aortotomy has been created.

e The distal end of the Delivery Device Tube has been inserted through the aortotomy.

o The Plunger of the Delivery Device has been depressed, or an attempt has been made to
depress it.

e Theloaded HS Il Seal has not successfully deployed from the distal end of the Delivery
Device Tube.

e  When the Delivery Device is removed from the aortotomy the HS Il Seal will not be
deployed and bleeding from the aortotomy will need to be controlled by placing a
finger over the aortotomy.

The following potential patient harms may occur:

e Surgical procedure delay: to remove the non-deployed HS Il Seal, open a new HS llI
Proximal Seal, load the Seal into the Delivery Device, and deliver the loaded HS Ill Seal
into the created aortotomy (delay without additional intervention) vs. the decision to
use an aortic clamp to complete the anastomosis because the loaded Seal failed to
deploy (delay with an additional intervention)

e Tissue damage: may occur as a result of deploying a loaded HS Il Seal that is flared at
the tip. A flared tip will have a diameter that is larger than the distal Delivery Device
Tube. Deploying a loaded Seal that has a flared tip can cause aortotomy tissue damage
and if greater force is used to deploy the affected Seal there is a potential risk of
backwalling the aorta during insertion. Tissue damage may also occur during removal
of the Delivery Device from the aortotomy, deploying a second loaded HS Il Seal into
the same aortotomy, and/or needing to convert to use of an aortic clamp to complete
the aortotomy.

o Bleeding: minimal blood loss may occur when removing the Delivery Device from the
aortotomy, controlling the bleeding from the aortotomy manually, and delivering a
replacement HS Ill Seal. Greater blood loss, requiring additional intervention, may
occur if tissue damage occurs.

e Embolic event resulting from additional manipulation of the aorta to address the HS IlI
Seal loading failure.

3. Failure of the deployed Heartstring Seal to provide adequate hemostasis: When a
deployed HS Il Seal fails to provide adequate hemostasis for the surgeon to complete the
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proximal anastomosis, several steps of the HS Ill Seal System use have already been
completed and may increase the potential risk of patient harm. The following procedural
steps will have taken place.

e The aortotomy has been created.

e Theloaded HS Il Seal has been deployed into the aorta.

e Bleeding from the aorta is deemed by the surgeon too great to perform the anastomosis.

The following potential patient harms may occur:

e Surgical procedure delay: may occur as follows:

o Additional operative time taken to attempt to make Seal adjustments to
improve hemostasis by the delivered HS Il Seal, remove the defective HS Il
Seal, open a new HS lll Seal, load the replacement HS Il Seal, and deliver the
loaded HS Il Seal into the created aortotomy (procedure delay without
additional intervention)

o Surgeon deems it most appropriate to use an aortic clamp to complete the
anastomosis because the deployed HS Il Seal failed to provide adequate
hemostasis to complete the anastomosis and a replacement HS Il Seal is not
available or surgeon preference determines the situation does not allow for
use of a replacement HS lll Seal and an aortic clamp is use to complete the
proximal anastomosis per traditional surgical technique. (procedure delay with
an additional intervention)

e Tissue damage: Tissue damage may occur during manipulation of the affected HS llI
Seal, during Seal deployment of a second loaded HS Il Seal into the same aortotomy,
and/or needing to convert to use of an aortic clamp to complete the aortotomy.

e Bleeding: A small amount of blood loss around the deployed HS Il Seal is normal and
expected while performing the proximal anastomosis using a HS Ill Seal. Greater blood
loss requiring additional intervention may occur when aortic tissue damage occurs,
regardless of the cause.

e Embolic event(s): resulting from additional manipulation of the aorta secondary to
addressing the HS Il Seal failure to provide adequate hemostasis.

Between June 1, 2023, and July 22, 2025, Getinge received the following complaints:
e 274 reports related to failure to load, representing a complaint rate of 0.386%
e 96 reports related to failure to deploy, representing a complaint rate of 0.135%
e 30reports related to inadequate hemostasis, representing a complaint rate of 0.042%

Recommended Mitigations and Actions

Getinge is providing the following instructions to avoid/minimize the failures discussed above.

1. Failure of the Heartstring Seal to Load
a. Important reminders:

i. Perthe device IFU, the HS Ill Seal is intended to be loaded and removed
from the Loading Device, then inspected and adjusted if necessary to
confirm successful loading and finally unlocked prior to clearing any
adventitia from the planned anastomotic area and creating the aortotomy.
Loading the HS Il Seal and confirming successful loading prior to creating
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the aortotomy minimizes risk to patients because the aorta remains
untouched until confirming successful loading of the HS Ill Seal.
ii. If the HS Il Seal fails to load as intended, the device should be replaced.

b. How to avoid/minimize occurrence of this failure

i. Review the Heartstring device IFU prior to use, especially if Heartstring is
not used on a routine basis.

ii. Load the HS Ill Seal by carefully following the device step-by-step
Instructions for Use (IFU).

iii. Per Section 4.3-4.5 of the IFU, confirm the HS Ill Seal has been properly
loaded into the Delivery Device by inspecting the loaded HS Il Seal
once the HS Il Seal has been loaded into the Delivery Device and has
been removed from the Loading Device.

iv. A HS Il Seal that is not properly inspected after removal from the
Loading Device may fail during HS lll Seal Deployment and cause
patient harm. (see information relating to Failure to Deploy).

v. Complete successful loading of the HS Il Seal prior to cleaning the
aortic surface adventitia and creating the aortotomy.

d. Action to be taken if the HS Ill Seal fails to load.

i. Discard the failed HS Ill Seal.
ii. Always have a second HS Il Seal available to replace a failed device.
Refer to the device IFU to ensure successful loading.

2. Failure of the Heartstring lll Seal to Deploy into the aortotomy
Important reminders:

a.

Ensure the HS Il Seal has been properly loaded into the Delivery Device as
described in the section above.

After removing the loaded HS lll Seal from the Loading Device, inspect the
loaded HS Il Seal, according to IFU Sections 4.3-4.5, to confirm the
following:
1. Theloaded HS Il Seal is not cracked.
2. The portion of the HS Ill Seal that is not loaded into the Delivery Device
Tube does not flare wider than the Delivery Device Tube diameter.
3. The Tension Spring ends are aligned such that they will contact both
proximal edges of the loaded HS Il Seal during Seal delivery into the
aortotomy.

b. How to avoid/minimize the occurrence of this failure:

C.

After confirmation of successful HS Il Seal loading and creation of the
aortotomy, deploy the loaded HS lll Seal into the aortotomy by carefully
following the steps for HS Il Seal deployment documented in the device
IFU.

If the HS Il Seal fails to deploy as intended, the device should be replaced.

Action to be taken if the HS Il Seal fails to successfully deploy into the aorta.

Occlude the aortotomy to control bleeding using an index finger.
Open a second HS Ill Seal. Load the HS Il Seal per the device IFU. Deliver the
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loaded HS Il Seal into the aortotomy and follow the IFU to complete the
anastomosis.

iii.  If delivery of the second HS Il Seal into the aortotomy is not successful, or
surgeon preference determines the situation does not allow for use of a
replacement HS Il Seal, place a partial occlusion clamp on the aorta, isolating
the aortotomy, and perform the anastomosis per traditional surgical technique.

3. Failure of the deployed Heartstring lll Seal to provide adequate hemostasis:
a. How to avoid/minimize occurrence of this failure mode:

i. Always load and carefully inspect the loaded HS Ill Seal to confirm successful
loading of the HS Il Seal into the Delivery Device prior to clearing any aorta
adventitia and creating the aortotomy. (See important reminders directly
above.)

ii. Do not use the Heartstring Proximal Seal System in patients with a thin-
walled aorta.

iii.  When performing multiple anastomosis, ensure all anastomotic sites are at
least 1.5 cm apart to ensure hemostasis.
iv. Do not soak the HS Ill Seal in solution prior to deployment.
b. Action to be taken if the HS Ill Seal does not open/provide adequate
hemostasis post Seal deployment.

i. Cover the aortotomy with an index finger and gently adjust the Tension Spring

to ensure the HS Ill Seal has been fully deployed.

ii. Iflack of adequate hemostasis persists:

1. Remove the deployed HS Il Seal from the aortotomy per device IFU.

2. Load asecond HS Il Seal and deploy the loaded Seal into the
aortotomy per device IFU and complete the anastomosis.

3. Ifthe second HS Il Seal is not successful or surgeon preference
determines the situation does not allow for use of a
replacement HS Il Seal, place a partial occlusion clamp on the
aorta, isolating the aortotomy, and perform the anastomosis per
traditional surgical technique.

Customer Actions
Getinge requests that you take the following actions:

1. Please ensure this message is forwarded to any individuals that need notification within
your organization or any organization where the affected devices have been transferred.

Additional Information

Getinge is communicating this information to the appropriate regulatory agencies.
We regret any inconvenience this may cause. We are committed to patient safety and
appreciate your prompt attention to this matter. If you have any questions regarding this

communication, please contact your Getinge representative or Getinge Customer Service.

Sincerely,
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Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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Belgium
Deutch (nl)
Augustus 2025

Veiligheidsbericht in het veld
Heartstring lll Proximaal Sealsysteem

Referentienummer: 1336551

Modelnummer UDI Modelnaam Serie-/lothummers

HS-3045 00607567700307
Heartstring Il Proximaal iot-

HSK-3038 00607567700314 & Alle niet-verlopen
Sealsysteem kavels

HSK-3043 00607567700321

Distributiedata: 1juli 2024 - heden

Productiedata: 7 maart 2024 - heden

Geachte risicomanager,

Met deze brief willen we u informeren dat Maquet Cardiovascular, een dochteronderneming van Getinge,
een dringende medische correctie uitvaardigt voor het Heartstring Il Proximal Seal System (HS I
Seal).Volgens onze gegevens hebt u een of meer van de apparaten ontvangen waarop deze melding
betrekking heeft.

Probleembeschrijving

Er zijn drie primaire faalwijzen geidentificeerd.

1. Falenvan de Heartstring Seal om te laden: Deze fout is van toepassing op elke storing van het
apparaat die optreedt tijdens het vierstappen-laadproces met behulp van het Heartstring-
laadapparaat, de visuele inspectie van een succesvol geladen HS lll-zegel en het ontgrendelen van
het afgifteapparaat na succesvolle voltooiing van hetStappen voor het laden van HS IlI-
afdichtingen.

2. Het mislukken van de Heartstring Sealin de aortotomie: Deze storing is van toepassing op elke
storing van de HS lll-afdichting en/of het afgiftehulpmiddel vanaf het moment dat het
afgiftehulpmiddel succesvol is ontgrendeld tot het moment dat de HS lll-afdichting volledig in de
aortotomie is geplaatst en alle inhoud van de proximale afdichting (de riem, de spanveer, de
afdichtingssteel en het ankerlipje) uit het afgiftehulpmiddel zijn gekomen.

3. Het falen van de geplaatste Heartstring Seal om voor voldoende hemostase te zorgen:Tzijn falen
geldt voor iedereenEen storing van een succesvol geplaatste HS lll-afdichting die de bloeding bij de
anastomose niet voldoende onder controle houdt, waardoor de chirurg de anastomose niet kan
hechten, ondanks een voorzichtige aanpassing van de spanveer na plaatsing van de afdichting
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en/of het gebruik van een blaasvernevelaar, zuigpomp of zoutoplossingspuit om de anastomose
vrij te maken. Deze storing omvat de identificatie door de klant van een defecte of beschadigde HS
IlI-afdichting na succesvolle plaatsing van de afdichting.HS llIAfsluiting van de aorta die
resulteert/kan resulteren in onvoldoende hemostase waardoor de chirurg de anastomose niet kan
voltooien zonder de defecte HS lll-afdichting te verwijderen.

Momenteel wordt er onderzoek gedaan naar de oorzaak.

Risico's voor de gezondheid
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1.

Laden mislukt:Bij gebruik volgens de gebruiksaanwijzing (IFU) van het apparaat vormt een HS Il
Seal die niet goed laadt geen direct risico voor de patiént. Een dergelijke storing kan echter wel
leiden tot vertraging van de chirurgische ingreep. Deze vertraging kan variéren van enkele minuten
voor het ophalen en laden van een nieuwe Seal tot een mogelijke overstap van de HS Il Seal voor
het aanbrengen van de proximale anastomose naar het gebruik van een aortaklem om de ingreep
te voltooien.

Mislukte implementatie:Wanneer de geladen HS Il Seal niet uit het plaatsingshulpmiddel kan
worden geplaatst, zijn de volgende procedurestappen al uitgevoerd en kunnen deze bijdragen aan
het potentiéle risico op letsel bij de patiént. Als de geladen HS Il Seal niet uit het
plaatsingshulpmiddel kan worden geplaatst, zijn er al verschillende procedurestappen uitgevoerd,
wat het potentiéle risico op letsel bij de patiént kan vergroten.

e De aortotomie is aangelegd.
e Het distale uiteinde van de toedieningsbuis is via de aortotomie ingebracht.

e De zuiger van het toedieningshulpmiddel is ingedrukt, of er is een poging gedaan om deze in te
drukken.

e De geladen HS lll-afdichting is niet succesvol geplaatst vanaf het distale uiteinde van de
toedieningsbuis.

e Wanneer het toedieningshulpmiddel uit de aortotomie wordt verwijderd, wordt de HS IlI-
afdichting niet geplaatst en moet bloeding uit de aortotomie worden gestopt door een vinger
op de aortotomie te plaatsen.

De volgende mogelijke schade kan voor de patiént optreden:

e Vertraging van de chirurgische ingreep: om de niet-geplaatste HS lll-afdichting te verwijderen,
een nieuwe HS lll-proximale afdichting te openen, de afdichting in het plaatsingsapparaat te
laden en de geladen HS lll-afdichting in de gecreéerde aortotomie te plaatsen (vertraging
zonder aanvullende interventie) versus de beslissing om een aortaklem te gebruiken om de
anastomose te voltooien omdat de geladen afdichting niet kon worden geplaatst (vertraging
met een aanvullende interventie)

e Weefselschade: kan optreden als gevolg van het plaatsen van een geladen HS lll-afdichting
met een uitlopende punt. Een uitlopende punt heeft een diameter die groter is dan de distale
buis van het toedieningshulpmiddel. Het plaatsen van een geladen afdichting met een
uitlopende punt kan schade aan het aortotomieweefsel veroorzaken en als er meer kracht
wordt gebruikt om de aangetaste afdichting te plaatsen, bestaat er een potentieel risico op
terugslag in de aorta tijdens het inbrengen. Weefselschade kan ook optreden tijdens het
verwijderen van het toedieningshulpmiddel uit de aortotomie, het plaatsen van een tweede
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geladen HS lll-afdichting in dezelfde aortotomie en/of de noodzaak om over te stappen op het
gebruik van een aortaklem om de aortotomie te voltooien.

Bloeden: Er kan minimaal bloedverlies optreden bij het verwijderen van het
toedieningshulpmiddel uit de aortotomie, het handmatig onder controle houden van de
bloeding uit de aortotomie en het plaatsen van een vervangende HS lll-afdichting. Er kan meer
bloedverlies optreden, waarvoor aanvullende interventie nodig is, indien er weefselschade
optreedt.

Embolische gebeurtenisals gevolg van extra manipulatie van de aorta om het falen van de HS
llI-afdichtingslading aan te pakken.

Het falen van de geplaatste Heartstring Seal om voor voldoende hemostase te zorgen:Wanneer
een geplaatste HS Il Seal niet voldoende hemostase biedt voor de chirurg om de proximale
anastomose te voltooien, zijn verschillende stappen van het HS Il Seal-systeem al uitgevoerd en
kan dit het potentiéle risico op letsel voor de patiént vergroten. De volgende procedurestappen
hebben plaatsgevonden.

De aortotomie is aangelegd.
De geladen HS Ill Seal is in de aorta geplaatst.

De chirurg is van mening dat de bloeding uit de aorta te ernstig is om een anastomose aan te
brengen.

De volgende mogelijke schade kan voor de patiént optreden:

Vertraging van de chirurgische ingreep: kan als volgt optreden:

O AExtra operatietijd die nodig is om de afdichting aan te passen om de hemostase te
verbeteren door de geplaatste HS lll-afdichting, de defecte HS lll-afdichting te
verwijderen, een nieuwe HS lll-afdichting te openen, de vervangende HS lll-afdichting
te laden en de geladen HS lll-afdichting in de gecreéerde aortotomie te plaatsen
(procedurevertraging zonder extra interventie)

o De chirurg acht het het meest gepast om een aortaklem te gebruiken om de
anastomose te voltooien, omdat de geplaatste HS lll-afdichting niet voor voldoende
hemostase zorgde om de anastomose te voltooien en een vervangende HS Ill-
afdichting niet beschikbaar is, of omdat de voorkeur van de chirurg bepaalt dat de
situatie het gebruik van een vervangende HS lll-afdichting niet toelaat en een
aortaklem wordt gebruikt om de proximale anastomose te voltooien volgens de
traditionele chirurgische techniek. (procedurevertraging met een extra ingreep)

Weefselschade:Er kan weefselschade ontstaan tijdens het manipuleren van de aangedane HS
lll-afdichting, tijdens het plaatsen van een tweede geladen HS lll-afdichting in dezelfde
aortotomie en/of de noodzaak om over te stappen op het gebruik van een aortaklem om de
aortotomie te voltooien.

Bloeden:Een kleine hoeveelheid bloedverlies rond de geplaatste HS IllI-afdichting is normaal en
te verwachten tijdens het plaatsen van de proximale anastomose met een HS lll-afdichting. Bij
beschadiging van het aortaweefsel kan er meer bloedverlies optreden, wat een aanvullende
ingreep vereist, ongeacht de oorzaak.
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Embolische gebeurtenis(sen):als gevolg van extra manipulatie van de aorta als gevolg van het
onvermogen van de HS IllI-afdichting om voor voldoende hemostase te zorgen.

Tussen 1 juni 2023 en 22 juli 2025 ontving Getinge de volgende klachten:
¢ 274 meldingen met betrekking tot het niet laden, wat neerkomt op een klachtenpercentage van 0,386%
* 96 meldingen met betrekking tot het niet ontplooien, wat neerkomt op een klachtenpercentage van

0,135%

¢ 30 meldingen met betrekking tot onvoldoende hemostase, wat neerkomt op een klachtenpercentage

van 0,042%

Aanbevolen maatregelen en acties

Getinge biedt de volgende instructies om de hierboven besproken fouten te voorkomen/minimaliseren.
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a.

Falen van de Heartstring Seal om te laden
Belangrijke herinneringen:

Conform de IFU van het hulpmiddel is de HS Il Seal bedoeld om in het laadapparaat
te worden geplaatst en daaruit te worden verwijderd, vervolgens te worden
geinspecteerd en indien nodig aangepast om een succesvolle lading te bevestigen,
en ten slotte te worden ontgrendeld voordat adventitia uit het geplande
anastomosegebied wordt verwijderd en de aortotomie wordt gemaakt. Het laden
van de HS Il Seal en het bevestigen van een succesvolle lading véér het maken van
de aortotomie minimaliseert het risico voor patiénten, omdat de aorta
onaangeroerd blijft totdat een succesvolle lading van de HS Il Seal is bevestigd.

Indien de HS 11l Seal niet laadt zoals bedoeld, dient het hulpmiddel te worden
vervangen.

b. Hoe het optreden van deze storing te voorkomen/minimaliseren

Raadpleeg véor gebruik de IFU van het Heartstring-hulpmiddel, vooral als
Heartstring niet routinematig wordt gebruikt.

Laad de HS Ill Seal door de stapsgewijze instructies voor gebruik (IFU) van het
hulpmiddel zorgvuldig te volgen.

Conform sectie 4.3-4.5 van de IFU dient te worden bevestigd dat de HS Il Seal
correct in het afleveringshulpmiddel is geladen door de geladen HS Il Seal te
inspecteren nadat deze in het afleveringshulpmiddel is geplaatst en uit het
laadapparaat is verwijderd.

Een HS Il Seal die na verwijdering uit het laadapparaat niet correct wordt
geinspecteerd, kan falen tijdens het ontplooien van de HS Ill Seal en schade aan de

patiént veroorzaken (zie informatie met betrekking tot het niet ontplooien).

Rond het succesvol laden van de HS Ill Seal af véér het reinigen van de adventitia
van het aortaoppervlak en het creéren van de aortotomie.
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Te ondernemen actie als de HS Ill Seal niet laadt.

Gooi de defecte HS llI-afdichting weg.

Houd altijd een tweede HS lll-zegel bij de hand om een defect apparaat te
vervangen. Raadpleeg de gebruiksaanwijzing van het apparaat om een succesvolle
belading te garanderen.

2. Falen van de Heartstring lll-afdichting bij het ontplooien in de aortotomie
Belangrijke herinneringen:

a.

Zorg ervoor dat de HS Ill Seal correct in het afleveringshulpmiddel is geladen zoals
beschreven in de bovenstaande sectie.

Inspecteer, na het verwijderen van de geladen HS Il Seal uit het laadapparaat, de
geladen HS 1l Seal overeenkomstig IFU-secties 4.3—4.5 om het volgende te
bevestigen:

1. De geladen HS Il Seal is niet gebarsten.

2. Het gedeelte van de HS Ill Seal dat niet in de buis van het
afleveringshulpmiddel is geladen, wijkt niet verder uit dan de diameter
van de buis van het afleveringshulpmiddel.

3. De uiteinden van de spanningsveer zijn zodanig uitgelijnd dat zij tijdens
het inbrengen van de Seal in de aortotomie contact zullen maken met
beide proximale randen van de geladen HS Il Seal.

b. Hoe u dit falen kunt voorkomen/minimaliseren:

C.

Na bevestiging van succesvol laden van de HS Il Seal en het creéren van de
aortotomie, dient de geladen HS Il Seal in de aortotomie te worden
ontplooid door de stappen, voor het ontplooien van de HS Il Seal zoals
vastgelegd in de IFU van het hulpmiddel, zorgvuldig te volgen.

Indien de HS Il Seal niet wordt ontplooid zoals bedoeld, dient het
hulpmiddel te worden vervangen.

Maatregelen die moeten worden genomen als de HS lll-afdichting niet succesvol in de
aorta wordt geplaatst.

Sluit de aortotomie af met de wijsvinger om het bloeden te stoppen.

Open een tweede HS lll-afdichting. Laad de HS lllI-afdichting volgens de
gebruiksaanwijzing van het apparaat. Plaats de geladen HS lllI-afdichting in de
aortotomie en volg de gebruiksaanwijzing om de anastomose te voltooien.

Als het plaatsen van de tweede HS lll-afdichting in de aortotomie niet lukt, of als de
chirurg oordeelt dat de situatie het gebruik van een vervangende HS IllI-afdichting
niet toelaat, plaatst u een gedeeltelijke occlusieklem op de aorta, waardoor de
aortotomie wordt geisoleerd, en voert u de anastomose uit volgens de traditionele
chirurgische techniek.

3. Het falen van de geplaatste Heartstring Ill Seal om voor voldoende hemostase te zorgen:
Hoe kan dit falen worden vermeden/geminimaliseerd:

a.

Laad en inspecteer de geladen HS llI-afdichting altijd zorgvuldig om zeker te weten
dat de HS lll-afdichting succesvol in het plaatsingshulpmiddel is geplaatst, voordat u
OT#1336551
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de aorta-adventitia vrijmaakt en de aortotomie uitvoert. (Zie de belangrijke
opmerkingen hierboven.)

ii. Gebruik het Heartstring Proximal Seal System niet bij patiénten met een
dunwandige aorta.

iii. Bij het aanleggen van meervoudige anastomose moet u ervoor zorgen dat alle
anastomotische plaatsen minimaal 1,5 cm uit elkaar liggen om hemostase te
garanderen.

iv. Dompel de HS Ill Seal niet onder in een oplossing voordat u hem inzet.

b. Te nemen maatregelen als de HS lll-afdichting niet opengaat of niet voor voldoende
hemostase zorgt na plaatsing van de afdichting.
i. Bedek de aortotomie met een wijsvinger en pas de spanveer voorzichtig aan om
ervoor te zorgen dat de HS lll-afdichting volledig is ontplooid.

ii. Indien er sprake blijft van een gebrek aan adequate hemostase:

1. Verwijder de geplaatste HS lll-afdichting van de aortotomie volgens de
gebruiksaanwijzing van het apparaat.

2. Plaats een tweede HS lll Seal en plaats de geladen Seal in de aortotomie
volgens de gebruiksaanwijzing van het apparaat en voltooi de
anastomose.

3. Als de tweede HS lll-afdichting niet succesvol is of als de voorkeur van de
chirurg aangeeft dat de situatie het gebruik van een vervangende HS IlI-
afdichting niet toelaat, plaatst u een gedeeltelijke occlusieklem op de
aorta, isoleert u de aortotomie en voert u de anastomose uit volgens de
traditionele chirurgische techniek.

Klantacties
Getinge verzoekt u de volgende acties te ondernemen:

1. Zorg ervoor dat dit bericht wordt doorgestuurd naar alle personen binnen uw organisatie die op
de hoogte moeten worden gesteld, of naar organisaties waarnaar de betrokken apparaten zijn
overgedragen.

Aanvullende informatie

Getinge geeft deze informatie door aan de bevoegde toezichthoudende instanties.

Onze excuses voor het ongemak. We hechten veel waarde aan de veiligheid van onze patiénten en stellen
uw snelle aandacht voor deze kwestie op prijs. Als u vragen hebt over deze communicatie, neem dan
contact op met uw Getinge-vertegenwoordiger of de klantenservice van Getinge, van maandag tot en met
vrijdag tussen 8.00 en 17.00 uur

Contactgegevens:
Getinge Belgium (Luxembourg) Getinge Netherlands

@’ Info.be@getinge.com @ Info.nl@getinge.com
. 003223202089 . 0031353035000
Hoogachtend,

Francisco Vicenty
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Directeur Kwaliteit & Regelgeving
Getinge, cardiovasculaire chirurgie

English (en)
August 2025
Field Safety Notice
Heartstring 1l Proximal Seal System
Reference Number: 1336551
Model Number uUDI Model Name Serial/Lot Numbers

HS-3045 HSK-3038 00607567700307
HSK-3043 00607567700314 Heartstring Il Proximal Seal System All Unexpired Lots

00607567700321
Distribution Dates: July 1, 2024 - Present
Manufacturing Dates: March 7, 2024 - Present
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Dear Risk Manager,

The purpose of this letter is to advise you that Maquet Cardiovascular, a subsidiary of Getinge, is
issuing an Urgent Medical Device Correction for the Heartstring Ill Proximal Seal System (HS Ill
Seal). Our records indicate that you have received one or more of the affected devices that are
affected by this notification.

Issue Description

Three primary failure modes have been identified.

1.

Failure of the Heartstring Seal to Load: This failure applies to any malfunction of the
device that occurs during the four-step loading process using the Heartstring Loading
Device, the visual inspection of a successfully loaded HS Il Seal, and unlocking the
Delivery Device upon successful completion of the HS Ill Seal loading steps.

Failure of the Heartstring Seal to Deploy into the aortotomy: This failure applies to any
malfunction of the HS Il Seal and/or Delivery Device from the time the Delivery Device is
successfully unlocked to once complete delivery of the HS Il Seal into the aortotomy and
all contents of the Proximal Seal (the Tether, Tension Spring, Seal Stem, Anchor Tab) have
exited the Delivery Device.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: This failure
applies to any malfunction of a successfully deployed HS Ill Seal that does not adequately
control bleeding at the anastomotic to allow the surgeon to perform suturing of the
anastomosis, despite gentle adjustment of the Tension Spring after Seal deployment
and/or the use of a blower mister, suction, or saline syringe to clear the anastomotic site.
This failure includes customer identification of a defective or damaged HS Il Seal
following successful deployment of the HS 11l Seal into the aorta that results/or may result
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in inadequate hemostasis that prevents the surgeon to complete the anastomosis
without removing the defective HS Il Seal.

Root cause investigation is ongoing at this time.

Risks to Health

1. Failure to Load: When used in accordance with the device Instructions for Use (IFU), a HS llI
Seal that fails to load does not pose a direct risk to the patient. However, this failure may
lead to a delay in the surgical procedure. This delay can range from a few minutes to
retrieve and load a new Seal, to a potential conversion from using the HS Il Seal to
perform the proximal anastomosis to employing an aortic clamp to complete the
procedure.

2. Failure to Deploy: When the loaded HS Il Seal fails to deploy from the Delivery Device,
the following procedural steps have already been performed and may contribute to the
potential risk of patient harm. If the loaded HS Il Seal fails to deploy from the Delivery
Device, several procedural steps will have already been completed which may increase the
potential risk of patient harm.

The aortotomy has been created.

The distal end of the Delivery Device Tube has been inserted through the aortotomy.
The Plunger of the Delivery Device has been depressed, or an attempt has been made to
depress it.

The loaded HS Il Seal has not successfully deployed from the distal end of the Delivery
Device Tube.

When the Delivery Device is removed from the aortotomy the HS Il Seal will not be
deployed and bleeding from the aortotomy will need to be controlled by placing a
finger over the aortotomy.

The following potential patient harms may occur:

Surgical procedure delay: to remove the non-deployed HS Il Seal, open a new HS Il
Proximal Seal, load the Seal into the Delivery Device, and deliver the loaded HS Il Seal
into the created aortotomy (delay without additional intervention) vs. the decision to
use an aortic clamp to complete the anastomosis because the loaded Seal failed to
deploy (delay with an additional intervention)

Tissue damage: may occur as a result of deploying a loaded HS Il Seal that is flared at
the tip. A flared tip will have a diameter that is larger than the distal Delivery Device
Tube. Deploying a loaded Seal that has a flared tip can cause aortotomy tissue damage
and if greater force is used to deploy the affected Seal there is a potential risk of
backwalling the aorta during insertion. Tissue damage may also occur during removal
of the Delivery Device from the aortotomy, deploying a second loaded HS Il Seal into
the same aortotomy, and/or needing to convert to use of an aortic clamp to complete
the aortotomy.

Bleeding: minimal blood loss may occur when removing the Delivery Device from the
aortotomy, controlling the bleeding from the aortotomy manually, and delivering a
replacement HS Ill Seal. Greater blood loss, requiring additional intervention, may
occur if tissue damage occurs.

Embolic event resulting from additional manipulation of the aorta to address the HS IlI
Seal loading failure.

3. Failure of the deployed Heartstring Seal to provide adequate hemostasis: When a
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deployed HS IlI Seal fails to provide adequate hemostasis for the surgeon to complete the
proximal anastomosis, several steps of the HS Il Seal System use have already been
completed and may increase the potential risk of patient harm. The following procedural
steps will have taken place.

e The aortotomy has been created.

e Theloaded HS Il Seal has been deployed into the aorta.

e Bleeding from the aorta is deemed by the surgeon too great to perform the anastomosis.

The following potential patient harms may occur:

e Surgical procedure delay: may occur as follows:

o Additional operative time taken to attempt to make Seal adjustments to
improve hemostasis by the delivered HS Ill Seal, remove the defective HS Il
Seal, open a new HS lll Seal, load the replacement HS Il Seal, and deliver the
loaded HS Il Seal into the created aortotomy (procedure delay without
additional intervention)

o Surgeon deems it most appropriate to use an aortic clamp to complete the
anastomosis because the deployed HS Il Seal failed to provide adequate
hemostasis to complete the anastomosis and a replacement HS Il Seal is not
available or surgeon preference determines the situation does not allow for
use of a replacement HS lll Seal and an aortic clamp is use to complete the
proximal anastomosis per traditional surgical technique. (procedure delay with
an additional intervention)

e Tissue damage: Tissue damage may occur during manipulation of the affected HS llI
Seal, during Seal deployment of a second loaded HS Il Seal into the same aortotomy,
and/or needing to convert to use of an aortic clamp to complete the aortotomy.

e Bleeding: A small amount of blood loss around the deployed HS Il Seal is normal and
expected while performing the proximal anastomosis using a HS Il Seal. Greater blood
loss requiring additional intervention may occur when aortic tissue damage occurs,
regardless of the cause.

e Embolic event(s): resulting from additional manipulation of the aorta secondary to
addressing the HS Il Seal failure to provide adequate hemostasis.

Between June 1, 2023, and July 22, 2025, Getinge received the following complaints:
e 274 reports related to failure to load, representing a complaint rate of 0.386%
e 96 reports related to failure to deploy, representing a complaint rate of 0.135%
e 30reports related to inadequate hemostasis, representing a complaint rate of 0.042%

Recommended Mitigations and Actions

Getinge is providing the following instructions to avoid/minimize the failures discussed above.

1. Failure of the Heartstring Seal to Load
a. Important reminders:

i.  Perthe device IFU, the HS Ill Seal is intended to be loaded and removed from
the Loading Device, then inspected and adjusted if necessary to confirm
successful loading and finally unlocked prior to clearing any adventitia from
the planned anastomotic area and creating the aortotomy. Loading the HS IlI
Seal and confirming successful loading prior to creating the aortotomy
minimizes risk to patients because the aorta remains untouched until
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confirming successful loading of the HS Il Seal.
If the HS Il Seal fails to load as intended, the device should be replaced.

b. How to avoid/minimize occurrence of this failure

Review the Heartstring device IFU prior to use, especially if Heartstring is not used
on a routine basis.

Load the HS Il Seal by carefully following the device step-by-step Instructions for
Use (IFU).

Per Section 4.3-4.5 of the IFU, confirm the HS Il Seal has been properly loaded
into the Delivery Device by inspecting the loaded HS Il Seal once the HS Ill Seal has
been loaded into the Delivery Device and has been removed from the Loading
Device.

A HS Ill Seal that is not properly inspected after removal from the Loading Device
may fail during HS Ill Seal Deployment and cause patient harm. (see information
relating to Failure to Deploy).

Complete successful loading of the HS Il Seal prior to cleaning the aortic surface
adventitia and creating the aortotomy.

c. Action to be taken if the HS Il Seal fails to load.

Discard the failed HS 11l Seal.

Always have a second HS Ill Seal available to replace a failed device. Refer to the
device IFU to ensure successful loading.

2. Failure of the Heartstring Il Seal to Deploy into the aortotomy
a. Important reminders:

Ensure the HS Il Seal has been properly loaded into the Delivery Device as
described in the section above.

After removing the loaded HS Il Seal from the Loading Device, inspect the
loaded HS Il Seal, according to IFU Sections 4.3-4.5, to confirm the
following:
1. The loaded HS lll Seal is not cracked.
2. The portion of the HS Il Seal that is not loaded into the Delivery Device
Tube does not flare wider than the Delivery Device Tube diameter.
3. The Tension Spring ends are aligned such that they will contact both
proximal edges of the loaded HS Ill Seal during Seal delivery into the
aortotomy.

b. How to avoid/minimize the occurrence of this failure:
i

ii.
c. Action to be taken if the HS Ill Seal fails to successfully deploy into the aorta.
i.
ii.

After confirmation of successful HS Ill Seal loading and creation of the aortotomy,
deploy the loaded HS Il Seal into the aortotomy by carefully following the steps
for HS Il Seal deployment documented in the device IFU.

If the HS Il Seal fails to deploy as intended, the device should be replaced.

Occlude the aortotomy to control bleeding using an index finger.
Open a second HS Il Seal. Load the HS Ill Seal per the device IFU. Deliver the
loaded HS Il Seal into the aortotomy and follow the IFU to complete the
anastomosis.
If delivery of the second HS Il Seal into the aortotomy is not successful, or
surgeon preference determines the situation does not allow for use of a
replacement HS Il Seal, place a partial occlusion clamp on the aorta, isolating
the aortotomy, and perform the anastomosis per traditional surgical technique.
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3. Failure of the deployed Heartstring Il Seal to provide adequate hemostasis:
a. How to avoid/minimize occurrence of this failure mode:

i. Always load and carefully inspect the loaded HS Il Seal to confirm successful
loading of the HS Il Seal into the Delivery Device prior to clearing any aorta
adventitia and creating the aortotomy. (See important reminders directly above.)

ii. Do not use the Heartstring Proximal Seal System in patients with a thin-walled
aorta.

iii. When performing multiple anastomosis, ensure all anastomotic sites are at least
1.5 cm apart to ensure hemostasis.
iv. Do not soak the HS Ill Seal in solution prior to deployment.
b. Action to be taken if the HS Ill Seal does not open/provide adequate hemostasis post Seal
deployment.

i. Cover the aortotomy with an index finger and gently adjust the Tension Spring to
ensure the HS Il Seal has been fully deployed.

ii. If lack of adequate hemostasis persists:

1. Remove the deployed HS Il Seal from the aortotomy per device IFU.

2. Load asecond HS Ill Seal and deploy the loaded Seal into the aortotomy
per device IFU and complete the anastomosis.

3. If the second HS Ill Seal is not successful or surgeon preference
determines the situation does not allow for use of a replacement HS Il
Seal, place a partial occlusion clamp on the aorta, isolating the aortotomy,
and perform the anastomosis per traditional surgical technique.

Customer Actions
Getinge requests that you take the following actions:

1. Please ensure this message is forwarded to any individuals that need notification within
your organization or any organization where the affected devices have been transferred.

Additional Information

Getinge is communicating this information to the appropriate regulatory agencies.
We regret any inconvenience this may cause. We are committed to patient safety and
appreciate your prompt attention to this matter. If you have any questions regarding this

communication, please contact your Getinge representative or Getinge Customer Service.

Sincerely,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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Bolivia (es)
Agosto 2025

Aviso de seguridad Urgente
Sistema de obturacion proximal Heartstring Ill
Numero de referencia FSCA: 1336551
Numero de uDI Nombre del modelo Numeros de
modelo serie/lote

HSK-3045 00607567700307

Sistema de obturacién proximal
HSK-3038 00607567700314 _ P Todos los lotes no

Heartstring Ill caducados
HSK-3043 00607567700321
Fechas de distribucion: 1 de julio de 2024 - Actualidad
Fechas de fabricacidn: 7 de marzo de 2024 - Actualidad

Estimado gestor de riesgos,

El objetivo de esta carta es informarle de que Maquet Cardiovascular, una filial de Getinge, esta
emitiendo una correccién urgente de dispositivos médicos para el sistema de sellado proximal
Heartstring 1l (HS Ill Seal). Segun nuestros registros, usted ha recibido uno o varios de los
dispositivos afectados por esta notificacién.

Descripcion del Problema

Se han identificado tres modos de fallo principales.

1. Fallo en la carga del sello Heartstring: Este fallo se aplica a cualquier mal
funcionamiento del dispositivo que se produzca durante el proceso de carga de cuatro
pasos utilizando el dispositivo de carga Heartstring, la inspeccidn visual de un sello HS IlI
cargado correctamente y el desbloqueo del dispositivo de administracién tras completar
con éxito los pasos de carga del sello HS III.

2. Fallo del sello cardiaco al desplegarse en la aortotomia: Este fallo se aplica a cualquier
mal funcionamiento del sello HS Ill y/o del dispositivo de implantacién desde el momento
en que el dispositivo de implantaciéon se desbloquea correctamente hasta que se
completa la implantacidn del sello HS 1l en la aortotomia y todo el contenido del sello
proximal (la correa, el resorte de tension, el vastago del sello y la lenglieta de anclaje) ha
salido del dispositivo de implantacion.

3. Fallo del sellado Heartstring desplegado para proporcionar una hemostasia adecuada:
Este fallo se aplica a cualquier mal funcionamiento de un sello HS Il implantado
correctamente que no controle adecuadamente el sangrado en la anastomosis para
permitir al cirujano realizar la sutura de la anastomosis, a pesar del ajuste suave del
resorte de tension tras la implantacion del sello y/o el uso de un nebulizador, succién o
jeringa de solucidn salina para limpiar el sitio de la anastomosis. Este fallo incluye la
identificacion por parte del cliente de un sello HS Il defectuoso o dafiado tras el
despliegue correcto del sello HS Ill en la aorta, lo que da lugar o puede dar lugar a una
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hemostasia inadecuada que impide al cirujano completar la anastomosis sin retirar el
sello HS Il defectuoso.

En estos momentos se esta investigando la causa raiz.

Riesgos para la salud

Error al cargar: Cuando se utiliza de acuerdo con las instrucciones de uso (IFU) del
dispositivo, un sello HS Il que no se carga no supone un riesgo directo para el paciente.
Sin embargo, este fallo puede provocar un retraso en la intervencion quirdrgica. Este
retraso puede variar desde unos minutos para recuperar y cargar un nuevo sello, hasta
una posible conversion del uso del sello HS Ill para realizar la anastomosis proximal al
empleo de una pinza adrtica para completar la intervencion.

Fallo en la implementacidon: Cuando el sello HS Il cargado no se despliega desde el

dispositivo de administracién, ya se han realizado los siguientes pasos del procedimiento,

lo que puede contribuir al riesgo potencial de dafio al paciente. Si el sello HS Il cargado no

se despliega desde el dispositivo de administracién, ya se habran completado varios pasos

del procedimiento, lo que puede aumentar el riesgo potencial de dafio al paciente.

e Se harealizado la aortotomia.

e El extremo distal del tubo del dispositivo de administracion se ha insertado a través de la
aortotomia.

e Se ha presionado el émbolo del dispositivo de administracion o se ha intentado
presionarlo.

e Elsello HS Il cargado no se ha desplegado correctamente desde el extremo distal del tubo

del dispositivo de administracion.

e Cuando se retira el dispositivo de administracidon de la aortotomia, el sello HS Il no se
desplegara y sera necesario controlar el sangrado de la aortotomia colocando un dedo
sobre ella.

Pueden producirse los siguientes dafios potenciales para el paciente:

e Retraso del procedimiento quirargico: para retirar el HS Ill Seal no desplegado, abrir
un nuevo HS Il Proximal Seal, cargar el Seal en el dispositivo de liberacion (Delivery
Device) y entregar el HS Ill Seal cargado en la aortotomia creada (retraso sin
intervencién adicional) vs. la decision de utilizar una pinza adrtica para completar la
anastomosis debido a que el Seal cargado no se desplegd (retraso con una
intervencién adicional).

e Daiio tisular: puede ocurrir como resultado del despliegue de un HS Il Seal cargado
gue esté ensanchado en la punta. Una punta ensanchada tendra un diametro mayor
que el tubo distal del dispositivo de liberacion. El despliegue de un Seal cargado con la
punta ensanchada puede causar dafio al tejido de la aortotomia vy, si se aplica mayor
fuerza para desplegar el Seal afectado, existe un riesgo potencial de perforar la pared
posterior de la aorta durante la insercidon. El dafio tisular también puede ocurrir
durante la retirada del dispositivo de liberacién de la aortotomia, al desplegar un
segundo HS 1l Seal cargado en la misma aortotomia y/o al necesitar convertir el
procedimiento al uso de una pinza adrtica para completar la aortotomia.

e Sangrado: puede producirse una pérdida minima de sangre al retirar el dispositivo de
liberacion de la aortotomia, al controlar manualmente el sangrado de la aortotomia y
al colocar un HS Il Seal de reemplazo. Puede producirse una mayor pérdida de sangre,
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gue requiera intervencién adicional, si ocurre dafio tisular.
e Evento embodlico como resultado de la manipulacién adicional de la aorta para
abordar la falla en la carga del HS lll Seal.

3. Falla del Heartstring Seal desplegado para proporcionar hemostasia adecuada: uando un
HS Il Seal desplegado no logra proporcionar una hemostasia adecuada para que el
cirujano complete la anastomosis proximal, varios pasos del uso del Sistema HS Il Seal ya
se han completado y pueden aumentar el riesgo potencial de dafio al paciente. Los
siguientes pasos del procedimiento ya se habran realizado.

e Se ha creado la aortotomia.

e ElHS Il Seal cargado se ha desplegado en la aorta.

e Elsangrado de la aorta es considerado por el cirujano como demasiado abundante para
realizar la anastomosis.

Los siguientes dafios potenciales al paciente pueden ocurrir:

e Retraso del procedimiento quirargico: puede ocurrir de la siguiente manera:

Tiempo operatorio adicional necesario para intentar realizar ajustes en el Seal
con el fin de mejorar la hemostasia proporcionada por el HS Il Seal
implantado, retirar el HS Il Seal defectuoso, abrir un nuevo HS Il Seal, cargar
el HS Ill Seal de reemplazo y colocar el HS Il Seal cargado en la aortotomia
creada (retraso del procedimiento sin intervencién adicional).

o El cirujano considera mas apropiado utilizar una pinza aértica para completar
la anastomosis debido a que el HS Il Seal desplegado no logré proporcionar
hemostasia adecuada para completarla y no hay un HS Ill Seal de reemplazo
disponible, o la preferencia del cirujano determina que la situacién no permite
el uso de un HS Il Seal de reemplazo y se utiliza una pinza adrtica para
completar la anastomosis proximal segln la técnica quirdrgica tradicional.
(retraso del procedimiento con intervencién adicional)

e Daio tisular: puede ocurrir durante la manipulacién del HS 1l Seal afectado, durante
el despliegue de un segundo HS Il Seal cargado en la misma aortotomia y/o al
necesitar convertir el procedimiento al uso de una pinza adrtica para completar la
aortotomia.

e Sangrado: Una pequena cantidad de pérdida de sangre alrededor del HS Il Seal
desplegado es normal y esperada al realizar la anastomosis proximal utilizando un HS
lIl Seal. Puede producirse una mayor pérdida de sangre que requiera intervencion
adicional cuando ocurre dafio del tejido adrtico, independientemente de la causa.

e Evento(s) embdlico(s): como resultado de la manipulacién adicional de la aorta
secundaria a la necesidad de abordar la falla del HS Il Seal en proporcionar
hemostasia adecuada.

Entre el 1 de junio de 2023 y el 22 de julio de 2025, Getinge recibid las siguientes quejas:
e 274 reportes relacionados con falla de carga, lo que representa una tasa de quejas del 0,386%
e 96 reportes relacionados con falla de despliegue, lo que representa una tasa de quejas del
0,135%
e 30 reportes relacionados con hemostasia inadecuada, lo que representa una tasa de quejas del
0,042%

Medidas y acciones recomendadas

Getinge proporciona las siguientes instrucciones para evitar/minimizar las fallas descritas
anteriormente.
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Falla del Heartstring Seal al cargar
a. Recordatorios importantes:

i. Segun las Instrucciones de Uso (IFU) del dispositivo, el HS Il Seal debe
cargarse y retirarse del dispositivo de carga (Loading Device), luego
inspeccionarse y ajustarse si es necesario para confirmar una carga exitosa
y finalmente desbloquearse antes de retirar cualquier adventicia del drea
anastomoética planificada y crear la aortotomia. Cargar el HS Il Seal y
confirmar una carga exitosa antes de crear la aortotomia minimiza el
riesgo para los pacientes, ya que la aorta permanece intacta hasta
confirmar que la carga del HS Il Seal fue exitosa.

ii. Siel HS Il Seal no se carga segun lo previsto, el dispositivo debe
reemplazarse.

b. Coémo evitar/minimizar la ocurrencia de esta falla
i. Revisar las Instrucciones de Uso (IFU) del dispositivo Heartstring antes

de su utilizacién, especialmente si Heartstring no se utiliza de forma
rutinaria.

ii. Cargar el HS Ill Seal siguiendo cuidadosamente las Instrucciones de
Uso (IFU) del dispositivo paso a paso.

iii. De acuerdo con las Secciones 4.3—4.5 de las IFU, confirmar que el HS IlI
Seal ha sido correctamente cargado en el dispositivo de liberacién
(Delivery Device) inspeccionando el HS Il Seal cargado una vez que haya
sido introducido en el Delivery Device y retirado del dispositivo de carga
(Loading Device).

iv. Un HS lll Seal que no sea inspeccionado adecuadamente después de
retirarlo del dispositivo de carga (Loading Device) puede fallar durante el
despliegue del HS 11l Seal y causar dafio al paciente. (Ver la informacién
relacionada con Falla de Despliegue).

v. Completar la carga exitosa del HS Il Seal antes de limpiar la
adventicia de la superficie adrtica y crear la aortotomia.

C. Accion atomar si el HS Il Seal falla al cargarse.

i. Desechar el HS Il Seal defectuoso.

ii. Tener siempre disponible un segundo HS Ill Seal para reemplazar un
dispositivo defectuoso. Consultar las IFU del dispositivo para asegurar
una carga exitosa.

Falla del Heartstring Ill Seal al desplegarse en la aortotomia
a. Recordatorios importantes:

i. Asegurarse de que el HS Ill Seal haya sido correctamente cargado en el
dispositivo de liberacion (Delivery Device), tal como se describe en la
seccidén anterior.

ii. Después de retirar el HS Il Seal cargado del dispositivo de carga (Loading
Device), inspeccionar el HS Ill Seal cargado, de acuerdo con las Secciones
4.3-4.5 de las IFU, para confirmar lo siguiente:

1. Que el HS lll Seal cargado no esté agrietado.
2. Que la porcidn del HS Il Seal que no esta dentro del tubo del
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Delivery Device no esté ensanchada mas alla del didmetro del
tubo del Delivery Device.

3. Que los extremos del resorte de tensién (Tension Spring) estén
alineados de modo que contacten ambos bordes proximales
del HS Il Seal cargado durante la colocaciéon del Seal en la
aortotomia.

b. Cémo evitar/minimizar la ocurrencia de esta falla:

Después de confirmar la carga exitosa del HS Il Seal y crear la aortotomia,
desplegar el HS Il Seal cargado en la aortotomia siguiendo
cuidadosamente los pasos de despliegue documentados en las IFU del
dispositivo.

Si el HS Il Seal no se despliega segun lo previsto, el dispositivo debe
reemplazarse.

c. Accidn atomar si el HS Il Seal no se despliega correctamente en la aorta.

Ocluir la aortotomia para controlar el sangrado utilizando el dedo indice.

Abrir un segundo HS Il Seal. Cargar el HS Il Seal de acuerdo con las IFU del
dispositivo. Introducir el HS 11l Seal cargado en la aortotomia y seguir las IFU
para completar la anastomosis.

Si la colocacidn del segundo HS Il Seal en la aortotomia no tiene éxito, o la
preferencia del cirujano determina que la situacién no permite el uso de un HS
Il Seal de reemplazo, colocar una pinza de oclusién parcial en la aorta, aislando
la aortotomia, y realizar la anastomosis segun la técnica quirurgica tradicional.

3. Falla del Heartstring lll Seal desplegado para proporcionar hemostasia adecuada:
a. Como evitar/minimizar la ocurrencia de este modo de falla:

Cargar siempre e inspeccionar cuidadosamente el HS Il Seal cargado para
confirmar que la carga en el dispositivo de liberacion (Delivery Device) se
haya realizado correctamente antes de retirar la adventicia de la aorta 'y
crear la aortotomia. (Ver recordatorios importantes anteriores).

i. No utilizar el sistema Heartstring Proximal Seal en pacientes con aorta de pared

delgada.

Al realizar multiples anastomosis, asegurar que todos los sitios
anastomoéticos estén separados al menos 1,5 cm para garantizar la
hemostasia.

iv. No sumergir el HS Ill Seal en solucidn antes del despliegue.
b. Accion a tomar si el HS lll Seal no se abre/no proporciona hemostasia
adecuada después del despliegue.

Cubrir la aortotomia con el dedo indice y ajustar suavemente el resorte
de tensidn (Tension Spring) para asegurar que el HS Il Seal se haya
desplegado completamente.
Si persiste la falta de hemostasia adecuada:
1. Retirar el HS Ill Seal desplegado de la aortotomia de acuerdo con las
IFU del dispositivo.
2. Cargar unsegundo HS Il Seal y desplegar el Seal cargado en
la aortotomia conforme a las IFU del dispositivo y completar
la anastomosis.
3. Siel segundo HS Ill Seal no tiene éxito o la preferencia del
cirujano determina que la situacién no permite el uso de un HS
[l Seal de reemplazo, colocar una pinza de oclusién parcial en la

OT# 1336551



59

GETINGE 3¢

aorta, aislando la aortotomia, y realizar la anastomosis segun la
técnica quirdrgica tradicional.

Acciones para el cliente

Getinge solicita que tome las siguientes acciones:

1. Asegurese de que este mensaje sea reenviado a todas las personas que deban ser
notificadas dentro de su organizacidn o en cualquier organizacién a la que se hayan
transferido los dispositivos afectados.

Informacioén adicional

Getinge estd comunicando esta informacidn a las agencias regulatorias correspondientes.

Lamentamos cualquier inconveniente que esto pueda ocasionar. Estamos comprometidos con la
seguridad del paciente y agradecemos su pronta atencién a este asunto. Si tiene alguna pregunta
con respecto a esta comunicacion, por favor comuniquese con su representante de Getinge o con el
Servicio de Atenciodn al Cliente de Getinge.

Cordialmente,

Francisco Vicenty
Director de Calidad y Cumplimiento Regulatorio, Interino
Getinge, Cirugia Cardiovascular
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Canada
English (en)
August 2025
Field Safety Notice
Heartstring Il Proximal Seal System
Reference Number: 1336551
Model Number uDI Model Name Serial/Lot Numbers

HS-3045 HSK-3038 00607567700307
HSK-3043 00607567700314 Heartstring lll Proximal Seal System | All Unexpired Lots

00607567700321
Distribution Dates: July 1, 2024 - Present
Manufacturing Dates: March 7, 2024 - Present

60

Dear Risk Manager,

The purpose of this letter is to advise you that Maquet Cardiovascular, a subsidiary of Getinge, is
issuing an Urgent Medical Device Correction for the Heartstring Il Proximal Seal System (HS Il
Seal). Our records indicate that you have received one or more of the affected devices that are
affected by this notification.

Issue Description

Three primary failure modes have been identified.

1.

Failure of the Heartstring Seal to Load: This failure applies to any malfunction of the
device that occurs during the four-step loading process using the Heartstring Loading
Device, the visual inspection of a successfully loaded HS Il Seal, and unlocking the
Delivery Device upon successful completion of the HS Ill Seal loading steps.

Failure of the Heartstring Seal to Deploy into the aortotomy: This failure applies to any
malfunction of the HS Il Seal and/or Delivery Device from the time the Delivery Device is
successfully unlocked to once complete delivery of the HS Il Seal into the aortotomy and
all contents of the Proximal Seal (the Tether, Tension Spring, Seal Stem, Anchor Tab) have
exited the Delivery Device.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: This failure
applies to any malfunction of a successfully deployed HS Ill Seal that does not adequately
control bleeding at the anastomotic to allow the surgeon to perform suturing of the
anastomosis, despite gentle adjustment of the Tension Spring after Seal deployment
and/or the use of a blower mister, suction, or saline syringe to clear the anastomotic site.
This failure includes customer identification of a defective or damaged HS Il Seal
following successful deployment of the HS 11l Seal into the aorta that results/or may result
in inadequate hemostasis that prevents the surgeon to complete the anastomosis
without removing the defective HS Ill Seal.
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Root cause investigation is ongoing at this time.

Risks to Health

1. Failure to Load: When used in accordance with the device Instructions for Use (IFU), a HS llI
Seal that fails to load does not pose a direct risk to the patient. However, this failure may
lead to a delay in the surgical procedure. This delay can range from a few minutes to
retrieve and load a new Seal, to a potential conversion from using the HS Ill Seal to
perform the proximal anastomosis to employing an aortic clamp to complete the
procedure.

2. Failure to Deploy: When the loaded HS Il Seal fails to deploy from the Delivery Device,
the following procedural steps have already been performed and may contribute to the
potential risk of patient harm. If the loaded HS Ill Seal fails to deploy from the Delivery
Device, several procedural steps will have already been completed which may increase the
potential risk of patient harm.

e The aortotomy has been created.

e The distal end of the Delivery Device Tube has been inserted through the aortotomy.

o The Plunger of the Delivery Device has been depressed, or an attempt has been made to
depress it.

e Theloaded HS Ill Seal has not successfully deployed from the distal end of the Delivery
Device Tube.

e When the Delivery Device is removed from the aortotomy the HS Il Seal will not be
deployed and bleeding from the aortotomy will need to be controlled by placing a
finger over the aortotomy.

The following potential patient harms may occur:

e Surgical procedure delay: to remove the non-deployed HS Il Seal, open a new HS llI
Proximal Seal, load the Seal into the Delivery Device, and deliver the loaded HS Il Seal
into the created aortotomy (delay without additional intervention) vs. the decision to
use an aortic clamp to complete the anastomosis because the loaded Seal failed to
deploy (delay with an additional intervention)

e Tissue damage: may occur as a result of deploying a loaded HS Il Seal that is flared at
the tip. A flared tip will have a diameter that is larger than the distal Delivery Device
Tube. Deploying a loaded Seal that has a flared tip can cause aortotomy tissue damage
and if greater force is used to deploy the affected Seal there is a potential risk of
backwalling the aorta during insertion. Tissue damage may also occur during removal
of the Delivery Device from the aortotomy, deploying a second loaded HS Il Seal into
the same aortotomy, and/or needing to convert to use of an aortic clamp to complete
the aortotomy.

e Bleeding: minimal blood loss may occur when removing the Delivery Device from the
aortotomy, controlling the bleeding from the aortotomy manually, and delivering a
replacement HS Ill Seal. Greater blood loss, requiring additional intervention, may
occur if tissue damage occurs.

e Embolic event resulting from additional manipulation of the aorta to address the HS llI
Seal loading failure.

3. Failure of the deployed Heartstring Seal to provide adequate hemostasis: When a
deployed HS IlI Seal fails to provide adequate hemostasis for the surgeon to complete the
proximal anastomosis, several steps of the HS Ill Seal System use have already been
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completed and may increase the potential risk of patient harm. The following procedural
steps will have taken place.

e The aortotomy has been created.

e Theloaded HS Il Seal has been deployed into the aorta.

e Bleeding from the aorta is deemed by the surgeon too great to perform the anastomosis.

The following potential patient harms may occur:

e Surgical procedure delay: may occur as follows:

o Additional operative time taken to attempt to make Seal adjustments to
improve hemostasis by the delivered HS Ill Seal, remove the defective HS Il
Seal, open a new HS lll Seal, load the replacement HS Il Seal, and deliver the
loaded HS Il Seal into the created aortotomy (procedure delay without
additional intervention)

o Surgeon deems it most appropriate to use an aortic clamp to complete the
anastomosis because the deployed HS Il Seal failed to provide adequate
hemostasis to complete the anastomosis and a replacement HS Il Seal is not
available or surgeon preference determines the situation does not allow for
use of a replacement HS lll Seal and an aortic clamp is use to complete the
proximal anastomosis per traditional surgical technique. (procedure delay with
an additional intervention)

e Tissue damage: Tissue damage may occur during manipulation of the affected HS llI
Seal, during Seal deployment of a second loaded HS Il Seal into the same aortotomy,
and/or needing to convert to use of an aortic clamp to complete the aortotomy.

e Bleeding: A small amount of blood loss around the deployed HS Il Seal is normal and
expected while performing the proximal anastomosis using a HS Ill Seal. Greater blood
loss requiring additional intervention may occur when aortic tissue damage occurs,
regardless of the cause.

e Embolic event(s): resulting from additional manipulation of the aorta secondary to
addressing the HS Il Seal failure to provide adequate hemostasis.

Between June 1, 2023, and July 22, 2025, Getinge received the following complaints:
e 274 reports related to failure to load, representing a complaint rate of 0.386%
e 96 reports related to failure to deploy, representing a complaint rate of 0.135%
e 30reports related to inadequate hemostasis, representing a complaint rate of 0.042%

Recommended Mitigations and Actions

Getinge is providing the following instructions to avoid/minimize the failures discussed above.

1. Failure of the Heartstring Seal to Load
a. Important reminders:

i. Perthe device IFU, the HS Il Seal is intended to be loaded and removed from the
Loading Device, then inspected and adjusted if necessary to confirm successful
loading and finally unlocked prior to clearing any adventitia from the planned
anastomotic area and creating the aortotomy. Loading the HS Ill Seal and
confirming successful loading prior to creating the aortotomy minimizes risk to
patients because the aorta remains untouched until confirming successful loading
of the HS Ill Seal.

ii. If the HS Il Seal fails to load as intended, the device should be replaced.
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b. How to avoid/minimize occurrence of this failure

Review the Heartstring device IFU prior to use, especially if Heartstring is not used
on a routine basis.

Load the HS Il Seal by carefully following the device step-by-step Instructions for
Use (IFU).

Per Section 4.3-4.5 of the IFU, confirm the HS Il Seal has been properly loaded
into the Delivery Device by inspecting the loaded HS Il Seal once the HS Ill Seal has
been loaded into the Delivery Device and has been removed from the Loading
Device.

A HS Ill Seal that is not properly inspected after removal from the Loading Device
may fail during HS Ill Seal Deployment and cause patient harm. (see information
relating to Failure to Deploy).

Complete successful loading of the HS IIl Seal prior to cleaning the aortic surface
adventitia and creating the aortotomy.

c. Action to be taken if the HS Il Seal fails to load.

Discard the failed HS 11l Seal.

Always have a second HS Ill Seal available to replace a failed device. Refer to the
device IFU to ensure successful loading.

2. Failure of the Heartstring Il Seal to Deploy into the aortotomy
a. Important reminders:

Ensure the HS Il Seal has been properly loaded into the Delivery Device as
described in the section above.

After removing the loaded HS Il Seal from the Loading Device, inspect the
loaded HS Il Seal, according to IFU Sections 4.3-4.5, to confirm the
following:
1. The loaded HS lll Seal is not cracked.
2. The portion of the HS Ill Seal that is not loaded into the Delivery Device
Tube does not flare wider than the Delivery Device Tube diameter.
3. The Tension Spring ends are aligned such that they will contact both
proximal edges of the loaded HS Ill Seal during Seal delivery into the
aortotomy.

b. How to avoid/minimize the occurrence of this failure:

After confirmation of successful HS Ill Seal loading and creation of the aortotomy,
deploy the loaded HS Il Seal into the aortotomy by carefully following the steps
for HS Il Seal deployment documented in the device IFU.

If the HS Il Seal fails to deploy as intended, the device should be replaced.

c. Action to be taken if the HS Ill Seal fails to successfully deploy into the aorta.

Occlude the aortotomy to control bleeding using an index finger.

Open a second HS 11l Seal. Load the HS Ill Seal per the device IFU. Deliver the
loaded HS Il Seal into the aortotomy and follow the IFU to complete the
anastomosis.

If delivery of the second HS Il Seal into the aortotomy is not successful, or surgeon
preference determines the situation does not allow for use of a replacement HS Il
Seal, place a partial occlusion clamp on the aorta, isolating the aortotomy, and
perform the anastomosis per traditional surgical technique.

3. Failure of the deployed Heartstring Il Seal to provide adequate hemostasis:
a. How to avoid/minimize occurrence of this failure mode:
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i. Always load and carefully inspect the loaded HS Il Seal to confirm successful
loading of the HS Il Seal into the Delivery Device prior to clearing any aorta
adventitia and creating the aortotomy. (See important reminders directly above.)

ii. Do not use the Heartstring Proximal Seal System in patients with a thin-walled
aorta.

iii. When performing multiple anastomaosis, ensure all anastomotic sites are at least
1.5 cm apart to ensure hemostasis.
iv. Do not soak the HS Ill Seal in solution prior to deployment.
b. Action to be taken if the HS Ill Seal does not open/provide adequate hemostasis post Seal
deployment.

i. Cover the aortotomy with an index finger and gently adjust the Tension Spring to
ensure the HS Il Seal has been fully deployed.

ii. If lack of adequate hemostasis persists:

1. Remove the deployed HS Il Seal from the aortotomy per device IFU.

2. Load asecond HS Ill Seal and deploy the loaded Seal into the aortotomy
per device IFU and complete the anastomosis.

3. If the second HS Ill Seal is not successful or surgeon preference
determines the situation does not allow for use of a replacement HS Il
Seal, place a partial occlusion clamp on the aorta, isolating the aortotomy,
and perform the anastomosis per traditional surgical technique.

Customer Actions
Getinge requests that you take the following actions:

1. Please ensure this message is forwarded to any individuals that need notification within
your organization or any organization where the affected devices have been transferred.

Additional Information

Getinge is communicating this information to the appropriate regulatory agencies.

We regret any inconvenience this may cause. We are committed to patient safety and
appreciate your prompt attention to this matter. If you have any questions regarding this
communication, please contact your Getinge representative or Getinge Customer Service.

Sincerely,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery

French (fr)
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Systeme d’étanchéité proximale Heartstring lll
Numéro de référence: DYR 269 (1336551)

Avis de sécurité

Numéro de modele IUD Nom du modele Numéros de série/de lot
HS-3045 00607567700307
Systéme d’étanchéité proximale
HSK-3038 00607567700314 . All Unexpired Lots
Heartstring Il
HSK-3043 00607567700321

Dates de distribution:

1°"juillet 2024 - a ce jour

Dates de fabrication:

7 mars 2024 - a ce jour

Cher gestionnaire de risques,

La présente lettre a pour objet de vous informer que Maquet Cardiovascular, une filiale de Getinge, émet
une Correction urgente de dispositif médical concernant le systeme d’étanchéité proximale Heartstring IlI
(Joint étanche HS Ill). Nos dossiers indiquent que vous avez regu un ou plusieurs dispositifs visés par le

présent avis.

Description du probléeme

Trois principaux modes de défaillance ont été identifiés.

1. Défaillance lors du chargement du joint étanche Heartstring: Cette défaillance s’applique a tout
malfonctionnement du dispositif survenant au cours du processus de chargement en quatre
étapes a I'aide du dispositif de chargement Heartstring, de I'inspection visuelle d’un joint étanche
HS Il correctement chargé, et du déverrouillage du dispositif de pose aprés exécution compléte
des étapes de chargement du joint étanche HS IIl.

2. Défaillance de déploiement du joint étanche Heartstring dans I'aortotomie: Cette défaillance
s’applique a tout malfonctionnement du joint étanche HS Il et/ou du dispositif de pose a partir du
moment ou le dispositif de pose est déverrouillé avec succes jusqu’a la délivrance compléte du
joint étanche HS lll dans I'aortotomie et tous les éléments du joint étanche proximal (le fil
d’attache, le ressort de tension, la tige du joint étanche, la patte d’ancrage) sont sortis du
dispositif de pose.

3. Défaillance du joint étanche Heartstring déployé a assurer une hémostase adéquate: Cette
défaillance s’applique a tout malfonctionnement d’un joint étanche HS Ill déployé avec qui ne
controle pas adéquatement le saignement a I'anastomose pour permettre au chirurgien
d’effectuer la suture de I'anastomose, malgré un ajustement doux du ressort de tension apres le
déploiement du joint et/ou I'utilisation d’une soufflette, d’une aspiration a embout fin, ou d’'une
seringue de solution saline pour dégager le site de I'anastomose. Cette défaillance inclut
également l'identification par le client d’un joint étanche HS Il défectueux ou endommagé apres
le déploiement réussi du joint étanche HS Ill dans I'aorte qui entraine/ou pourrait entrainer une
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hémostase inadéquate qui empéche le chirurgien de compléter I'anastomose sans retirer le joint
étanche HS Il défectueux.

L’enquéte sur les causes profondes est actuellement en cours.

Risques pour la santé

1. Défaillance de chargement: Lorsqu’il est utilisé conformément au mode d’emploi de I'instrument,
un joint étanche HS Ill qui ne se charge pas ne présente pas de risque direct pour le patient.
Toutefois, cette défaillance peut entrainer un retard dans l'intervention chirurgicale. Ce retard
peut aller de quelques minutes pour récupérer et charger un nouveau joint étanche, a une
conversion potentielle de l'utilisation du joint étanche HS Il pour compléter I'anastomose
proximale a |'utilisation d'un clamp aortique pour terminer l'intervention.

2. Défaillance de déploiement: Lorsque le joint étanche HS Il chargé ne se déploie pas du dispositif
de pose, les étapes suivantes de la procédure ont déja été effectuées et peuvent contribuer au
risque potentiel de dommage pour le patient. Si le joint étanche HS Il chargé ne se déploie pas du
dispositif de pose, plusieurs étapes de la procédure auront déja été effectuées, ce qui peut
augmenter le risque potentiel de dommage pour le patient.

e |’'aortotomie a été réalisée.
e L’extrémité distale du tube du dispositif de pose a été insérée dans |'aortotomie.
e Le piston du dispositif de pose a été enfoncé ou une tentative d’enfoncement a été effectuée.

e Le joint étanche HS Ill chargé n’a pas été déployé avec succes a partir de I'extrémité distale du
tube du dispositif de pose.

e Lorsque le dispositif de pose est retiré de I'aortotomie, le joint étanche HS Il ne sera pas
déployé, et il faudra controéler le saignement en appliquant un doigt sur I'aortotomie.

Les complications potentielles suivantes peuvent survenir chez les patients:

e Retard de l'intervention chirurgicale: pour retirer le joint étanche HS lll non déployé, ouvrir
un nouveau joint étanche proximal HS lll, charger le joint étanche dans le dispositif de pose, et
délivrer le joint étanche HS Ill chargé dans |'aortotomie réalisée (retard sans intervention
supplémentaire) par rapport a la décision d'utiliser un clamp aortique pour compléter
I’'anastomose en raison de I'échec de déploiement du joint étanche chargé (retard avec
intervention supplémentaire)

e Lésions tissulaires: peuvent survenir a la suite du déploiement d'un joint étanche HS IIl chargé
dont la pointe est évasée. Une pointe évasée aura un diametre supérieur a celui du tube distal
du dispositif de pose. Le déploiement d'un joint étanche chargé dont la pointe est évasée peut
causer des lésions tissulaires de I'aortotomie et, si une force accrue est utilisée pour déployer
le joint étanche concerné, il existe un risque potentiel de transpercement de la paroi
postérieure de 'aorte. Des lésions tissulaires peuvent également survenir lors du retrait du
dispositif de pose de I'aortotomie, du déploiement d’un second joint étanche HS Ill chargé
dans la méme aortotomie et/ou de la nécessité de passer a I'utilisation d’un clamp aortique
pour compléter 'aortotomie.

e Saignement: une perte sanguine minimale peut survenir lors du retrait du dispositif de pose
de 'aortotomie, du contréle manuel du saignement de I'aortotomie et du déploiement d’un
joint étanche HS Ill de remplacement. Une perte sanguine plus importante, nécessitant une
intervention supplémentaire, peut survenir en cas de lésion tissulaire.
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Evénement embolique résultant d’'une manipulation supplémentaire de 'aorte pour remédier
a la défaillance de la charge du joint étanche HS IlI.

3. Défaillance du joint étanche Heartstring déployé pour fournir une hémostase adéquate:
Lorsqu'un joint étanche HS Ill ne parvient pas a assurer une hémostase adéquate permettant au
chirurgien de compléter I'anastomose proximale, plusieurs étapes de I'utilisation du systéme
d’étanchéité HS Ill ont déja été effectuées et peuvent augmenter le risque potentiel de dommage
pour le patient. Les étapes procédurales suivantes ont été réalisées.

L’aortotomie a été réalisée.
Le joint étanche HS Ill chargé a été déployé dans |'aorte.

Le saignement provenant de I'aorte est jugé par le chirurgien trop important pour compléter
I’'anastomose.

Les dommages potentiels suivants pour les patients peuvent survenir:

Retard de l'intervention chirurgicale: peut se produire comme suit:

o Temps opératoire supplémentaire requis pour tenter d’ajuster le joint étanche afin
d’améliorer I'hémostase assurée par le joint étanche HS Il inséré, retirer le joint
étanche HS IIl défectueux, ouvrir un nouveau joint étanche HS Ill, charger le joint
étanche HS Il de remplacement, et insérer le joint étanche HS Il chargé dans
I'aortotomie réalisée (retard de [Iintervention chirurgicale sans intervention
supplémentaire)

o Le chirurgien juge plus approprié d’utiliser un clamp aortique pour compléter
I’anastomose parce que le joint étanche HS Il déployé n’a pas assuré une hémostase
adéquate pour compléter I'anastomose et un joint étanche HS Il de remplacement
n’est pas disponible ou que, selon la préférence du chirurgien, la situation ne permet
pas l'utilisation d’un joint étanche HS Il de remplacement et un clamp aortique est
utilisé pour compléter I'anastomose proximale selon la technique chirurgicale
traditionnelle. (retard de I'intervention chirurgicale avec intervention supplémentaire)

Lésions tissulaires: Des |ésions tissulaires peuvent survenir lors de la manipulation du joint
étanche HS Il affecté, lors du déploiement d’un deuxieme joint étanche HS Il chargé dans la
méme aortotomie, et/ou de la nécessité de passer a |'utilisation d’'un clamp aortique pour
compléter I'aortotomie.

Saignement: Une légere perte de sang autour du joint étanche HS Ill déployé est normale et
attendue lors de I'anastomose proximale a I'aide d'un joint étanche HS IIl. Une perte de sang
plus importante nécessitant une intervention supplémentaire peut survenir en cas de lésion
du tissu aortique, quelle qu’en soit la cause.

Evénement(s) embolique(s): résultant d'une manipulation supplémentaire de I'aorte faisant
suite a la défaillance du joint étanche HS Il a assurer une hémostase adéquate.

Entre le 1° juin 2023 et le 22 juillet 2025, Getinge a recu les plaintes suivantes:

274 signalements liés a une défaillance de chargement, représentant un taux de réclamation de
0,386 %

96 signalements liés a une défaillance de déploiement, représentant un taux de réclamation de
0,135%
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e 30signalements liés a une hémostase inadéquate, représentant un taux de réclamation de 0,042
%

Mesures correctives et actions recommandées

Getinge fournit les instructions suivantes pour éviter/minimiser les défaillances mentionnées ci-dessus.

1. Défaillance lors du chargement du joint étanche Heartstring
a. Rappels importants:

i. Selon le mode d’emploi du dispositif, le joint étanche HS Il doit étre chargé puis
retiré du dispositif de pose, puis inspecté et ajusté au besoin afin de confirmer un
chargement réussi et enfin déverrouillé avant de nettoyer I'adventice de la zone
d'anastomose prévue et de réaliser I'aortotomie. Le chargement du joint étanche
HS 1l et la confirmation du chargement avant la réalisation de I'aortotomie réduit
les risques pour les patients, car I'aorte reste intacte jusqu'a ce que le chargement
du joint étanche HS Il soit confirmé.

ii. Sile joint étanche HS Il ne peut étre chargé comme prévu, il doit étre remplacé.

b. Comment éviter/minimiser I'occurrence de cette défaillance
i. Consulter le mode d'emploi du dispositif Heartstring avant utilisation, surtout si

Heartstring n’est pas utilisé régulierement.

ii. Charger le joint étanche HS Il en suivant attentivement étape par étape le mode
d'emploi du dispositif.

iii. Tel qu’indiqué dans les sections 4.3 a 4.5 du mode d’emploi, confirmez que le joint
étanche HS Il a été correctement chargé dans le dispositif de pose en inspectant le
joint étanche HS Ill chargé une fois que le joint étanche HS Il a été chargé dans le
dispositif de pose et qu’il a été retiré du dispositif de pose.

iv. Un joint étanche HS IIl qui n"est pas correctement inspecté aprés avoir été retiré du
dispositif de pose peut présenter une défaillance lors du déploiement du joint
étanche HS Il et causer des dommages au patient. (voir les informations relatives a
la défaillance du déploiement).

v. Compléter le chargement réussi du joint étanche HS Ill avant de nettoyer
I’'adventice de la surface aortique et de réaliser I'aortotomie.

C. Mesures a prendre en cas de défaillance du chargement du joint étanche HS Ill.
i. Jeter le joint étanche HS IIl défectueux.

ii. Avoir toujours un deuxiéme joint étanche HS Il a disposition pour remplacer un
dispositif défectueux. Consulter le mode d'emploi du dispositif pour vous assurer
que le chargement s'effectue correctement.

2. Défaillance de déploiement du joint étanche Heartstring Ill dans I'aortotomie
a. Rappels importants:

i. S’assurer que le joint étanche HS Ill a été correctement chargé dans le dispositif de
pose, tel que décrit dans la section ci-dessus.

ii. Apres avoir retiré le joint étanche HS Ill chargé du dispositif de pose, inspectez le
joint étanche HS Il chargé selon les sections 4.3 a 4.5 du mode d'emploi afin de
vérifier les points suivants:

1. Lejoint étanche HS Ill chargé n'est pas fissuré.
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2. La partie du joint étanche HS Il qui n'est pas chargée dans le tube du
dispositif de pose ne s'évase pas au-dela du diametre du tube du dispositif
de pose.

3. Les extrémités du ressort de tension sont alignées de maniére a entrer en
contact avec les deux bords proximaux du joint étanche HS Il chargé lors
de son insertion dans I'aortotomie.

b. Comment éviter/minimiser I'occurrence de cette défaillance :

Apres confirmation du chargement réussi du joint étanche HS Ill et de la réalisation
de l'aortotomie, déployez le joint étanche HS lll chargé dans I'aortotomie en
suivant attentivement les étapes de déploiement du joint étanche HS Il décrites
dans le mode d'emploi du dispositif.

Si le joint étanche HS Il ne se déploie pas comme prévu, le dispositif doit étre
remplacé.

c. Mesures a prendre si le joint étanche HS Il ne se déploie pas correctement dans |'aorte.

Occlure l'aortotomie pour contréler le saignement a I'aide de I'index.

Ouvrir un deuxiéme joint étanche HS lll. Charger le joint étanche HS Il
conformément au mode d'emploi du dispositif. Insérer le joint étanche HS Il chargé
dans 'aortotomie et suivre le mode d'emploi pour compléter I'anastomose.

Si le deuxieme joint étanche HS lll ne peut étre inséré avec succes dans
I'aortotomie, ou si la préférence du chirurgien détermine que la situation ne
permet pas |'utilisation d'un joint étanche HS Ill de remplacement, placer un clamp
d'occlusion partielle sur |'aorte, isoler I'aortotomie et réaliser I'anastomose selon la
technique chirurgicale traditionnelle.

3. Défaillance du joint étanche Heartstring lll déployé pour fournir une hémostase adéquate:
a. Comment éviter/minimiser I'occurrence de ce mode de défaillance:

iv.

Toujours charger et inspecter soigneusement le joint étanche HS Il chargé afin de
confirmer le chargement réussi du joint étanche HS Il dans le dispositif de pose
avant de nettoyer |'adventice aortique et de réaliser I'aortotomie. (Voir les rappels
importants ci-dessus.)

Ne pas utiliser le systeme d’étanchéité proximale Heartstring chez les patients
présentant une aorte a paroi mince.

Lors de la réalisation de plusieurs anastomoses, veiller a ce que tous les sites
anastomotiques soient espacés d'au moins 1,5 cm afin d'assurer I'hnémostase.

Ne pas tremper le joint étanche HS Il dans une solution avant le déploiement.

b. Mesures a prendre si le joint étanche HS Ill ne s'ouvre pas/n’assure pas une hémostase
adéquate aprés déploiement.

Couvrir I'aortotomie avec I'index et ajuster délicatement le ressort de tension pour
s'assurer que le joint étanche HS Ill est complétement déployé.
Si I’'hémostase demeure insuffisante:

1. Retirer le joint étanche HS lll déployé de 'aortotomie selon le mode
d'emploi du dispositif.

2. Charger un deuxieme joint étanche HS Il et déployer le joint étanche
chargé dans I'aortotomie selon le mode d'emploi du dispositif, puis
compléter I'anastomose.

3. Sile deuxiéme joint étanche HS Il n'est pas efficace ou si le chirurgien
détermine que la situation ne permet pas I'utilisation d'un joint étanche
HS Il de remplacement, placer un clamp d'occlusion partielle sur 'aorte,
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isoler I'aortotomie et réaliser I'anastomose selon la technique chirurgicale
traditionnelle.

Mesures a prendre par le client
Getinge vous demande de prendre les mesures suivantes:

1. Veuillez vous assurer que ce message est transmis a toute personne devant en étre informée au
sein de votre organisation ou de toute organisation a laquelle les dispositifs concernés ont été
transférés.

Informations supplémentaires

Getinge communique ces informations aux organismes de réglementation compétents.

Nous nous excusons pour tout inconvénient que cela pourrait causer. Nous nous engageons a assurer la
sécurité des patients et nous vous remercions de votre attention rapide a cette question. Si vous avez des
guestions concernant cette communication, veuillez communiquer avec votre représentant local de
Getinge.

Cordialement,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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Aviso de seguridad Urgente
Sistema de obturacion proximal Heartstring Ill
Numero de referencia FSCA: 1336551
Numero de uDI Nombre del modelo Numeros de
modelo serie/lote

HSK-3045 00607567700307

Sistema de obturacién proximal
HSK-3038 00607567700314 _ P Todos los lotes no

Heartstring Ill caducados
HSK-3043 00607567700321
Fechas de distribucion: 1 de julio de 2024 - Actualidad
Fechas de fabricacidn: 7 de marzo de 2024 - Actualidad

Estimado gestor de riesgos,

El objetivo de esta carta es informarle de que Maquet Cardiovascular, una filial de Getinge, estd
emitiendo una correccién urgente de dispositivos médicos para el sistema de sellado proximal
Heartstring 11l (HS Ill Seal). Segun nuestros registros, usted ha recibido uno o varios de los
dispositivos afectados por esta notificacién.

Descripcion del Problema

Se han identificado tres modos de fallo principales.

1. Fallo en la carga del sello Heartstring: Este fallo se aplica a cualquier mal
funcionamiento del dispositivo que se produzca durante el proceso de carga de cuatro
pasos utilizando el dispositivo de carga Heartstring, la inspeccidn visual de un sello HS IlI
cargado correctamente y el desbloqueo del dispositivo de administracién tras completar
con éxito los pasos de carga del sello HS III.

2. Fallo del sello cardiaco al desplegarse en la aortotomia: Este fallo se aplica a cualquier
mal funcionamiento del sello HS Ill y/o del dispositivo de implantacién desde el momento
en que el dispositivo de implantaciéon se desbloquea correctamente hasta que se
completa la implantacidn del sello HS 1l en la aortotomia y todo el contenido del sello
proximal (la correa, el resorte de tension, el vastago del sello y la lenglieta de anclaje) ha
salido del dispositivo de implantacion.

3. Fallo del sellado Heartstring desplegado para proporcionar una hemostasia adecuada:
Este fallo se aplica a cualquier mal funcionamiento de un sello HS Il implantado
correctamente que no controle adecuadamente el sangrado en la anastomosis para
permitir al cirujano realizar la sutura de la anastomosis, a pesar del ajuste suave del
resorte de tension tras la implantacion del sello y/o el uso de un nebulizador, succién o
jeringa de solucidn salina para limpiar el sitio de la anastomosis. Este fallo incluye la
identificacion por parte del cliente de un sello HS Il defectuoso o dafiado tras el
despliegue correcto del sello HS Ill en la aorta, lo que da lugar o puede dar lugar a una
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hemostasia inadecuada que impide al cirujano completar la anastomosis sin retirar el
sello HS Il defectuoso.

En estos momentos se esta investigando la causa raiz.

Riesgos para la salud

Error al cargar: Cuando se utiliza de acuerdo con las instrucciones de uso (IFU) del
dispositivo, un sello HS Il que no se carga no supone un riesgo directo para el paciente.
Sin embargo, este fallo puede provocar un retraso en la intervencion quirdrgica. Este
retraso puede variar desde unos minutos para recuperar y cargar un nuevo sello, hasta
una posible conversion del uso del sello HS Ill para realizar la anastomosis proximal al
empleo de una pinza adrtica para completar la intervencion.

Fallo en la implementacidon: Cuando el sello HS Il cargado no se despliega desde el

dispositivo de administracién, ya se han realizado los siguientes pasos del procedimiento,

lo que puede contribuir al riesgo potencial de dafio al paciente. Si el sello HS Il cargado no

se despliega desde el dispositivo de administracién, ya se habran completado varios pasos

del procedimiento, lo que puede aumentar el riesgo potencial de dafio al paciente.

e Se harealizado la aortotomia.

e El extremo distal del tubo del dispositivo de administracion se ha insertado a través de la
aortotomia.

e Se ha presionado el émbolo del dispositivo de administracion o se ha intentado
presionarlo.

e Elsello HS Il cargado no se ha desplegado correctamente desde el extremo distal del tubo

del dispositivo de administracion.

e Cuando se retira el dispositivo de administracidon de la aortotomia, el sello HS Il no se
desplegara y sera necesario controlar el sangrado de la aortotomia colocando un dedo
sobre ella.

Pueden producirse los siguientes dafios potenciales para el paciente:

e Retraso del procedimiento quirdrgico: para retirar el HS Ill Seal no desplegado, abrir
un nuevo HS IIl Proximal Seal, cargar el Seal en el dispositivo de liberacion (Delivery
Device) y entregar el HS Ill Seal cargado en la aortotomia creada (retraso sin
intervencién adicional) vs. la decision de utilizar una pinza adrtica para completar la
anastomosis debido a que el Seal cargado no se desplegd (retraso con una
intervencién adicional).

e Daiio tisular: puede ocurrir como resultado del despliegue de un HS Il Seal cargado
gue esté ensanchado en la punta. Una punta ensanchada tendra un diametro mayor
que el tubo distal del dispositivo de liberacion. El despliegue de un Seal cargado con la
punta ensanchada puede causar dafio al tejido de la aortotomia vy, si se aplica mayor
fuerza para desplegar el Seal afectado, existe un riesgo potencial de perforar la pared
posterior de la aorta durante la insercidon. El dafio tisular también puede ocurrir
durante la retirada del dispositivo de liberacién de la aortotomia, al desplegar un
segundo HS 1l Seal cargado en la misma aortotomia y/o al necesitar convertir el
procedimiento al uso de una pinza adrtica para completar la aortotomia.

e Sangrado: puede producirse una pérdida minima de sangre al retirar el dispositivo de
liberacion de la aortotomia, al controlar manualmente el sangrado de la aortotomia y
al colocar un HS Il Seal de reemplazo. Puede producirse una mayor pérdida de sangre,

OT# 1336551



73

GETINGE 3¢

gue requiera intervencién adicional, si ocurre dafio tisular.
e Evento embdlico como resultado de la manipulacién adicional de la aorta para
abordar la falla en la carga del HS lll Seal.

3. Falla del Heartstring Seal desplegado para proporcionar hemostasia adecuada: uando un
HS Il Seal desplegado no logra proporcionar una hemostasia adecuada para que el
cirujano complete la anastomosis proximal, varios pasos del uso del Sistema HS Il Seal ya
se han completado y pueden aumentar el riesgo potencial de dafio al paciente. Los
siguientes pasos del procedimiento ya se habran realizado.

e Se ha creado la aortotomia.

e ElHS Il Seal cargado se ha desplegado en la aorta.

e Elsangrado de la aorta es considerado por el cirujano como demasiado abundante para
realizar la anastomosis.

Los siguientes dafios potenciales al paciente pueden ocurrir:

e Retraso del procedimiento quirargico: puede ocurrir de la siguiente manera:

Tiempo operatorio adicional necesario para intentar realizar ajustes en el Seal
con el fin de mejorar la hemostasia proporcionada por el HS Il Seal
implantado, retirar el HS Il Seal defectuoso, abrir un nuevo HS Il Seal, cargar
el HS Ill Seal de reemplazo y colocar el HS Il Seal cargado en la aortotomia
creada (retraso del procedimiento sin intervencién adicional).

o El cirujano considera mas apropiado utilizar una pinza aértica para completar
la anastomosis debido a que el HS Il Seal desplegado no logré proporcionar
hemostasia adecuada para completarla y no hay un HS Ill Seal de reemplazo
disponible, o la preferencia del cirujano determina que la situacién no permite
el uso de un HS Il Seal de reemplazo y se utiliza una pinza adrtica para
completar la anastomosis proximal segln la técnica quirdrgica tradicional.
(retraso del procedimiento con intervencién adicional)

e Daio tisular: puede ocurrir durante la manipulacién del HS 1l Seal afectado, durante
el despliegue de un segundo HS Il Seal cargado en la misma aortotomia y/o al
necesitar convertir el procedimiento al uso de una pinza adrtica para completar la
aortotomia.

e Sangrado: Una pequena cantidad de pérdida de sangre alrededor del HS Il Seal
desplegado es normal y esperada al realizar la anastomosis proximal utilizando un HS
lIl Seal. Puede producirse una mayor pérdida de sangre que requiera intervencion
adicional cuando ocurre dafio del tejido adrtico, independientemente de la causa.

e Evento(s) embdlico(s): como resultado de la manipulacién adicional de la aorta
secundaria a la necesidad de abordar la falla del HS Il Seal en proporcionar
hemostasia adecuada.

Entre el 1 de junio de 2023 y el 22 de julio de 2025, Getinge recibid las siguientes quejas:
e 274 reportes relacionados con falla de carga, lo que representa una tasa de quejas del 0,386%
e 96 reportes relacionados con falla de despliegue, lo que representa una tasa de quejas del
0,135%
e 30 reportes relacionados con hemostasia inadecuada, lo que representa una tasa de quejas del
0,042%

Medidas y acciones recomendadas

Getinge proporciona las siguientes instrucciones para evitar/minimizar las fallas descritas
anteriormente.
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Falla del Heartstring Seal al cargar
a. Recordatorios importantes:

i. Segun las Instrucciones de Uso (IFU) del dispositivo, el HS Il Seal debe
cargarse y retirarse del dispositivo de carga (Loading Device), luego
inspeccionarse y ajustarse si es necesario para confirmar una carga exitosa
y finalmente desbloquearse antes de retirar cualquier adventicia del drea
anastomoética planificada y crear la aortotomia. Cargar el HS Il Seal y
confirmar una carga exitosa antes de crear la aortotomia minimiza el
riesgo para los pacientes, ya que la aorta permanece intacta hasta
confirmar que la carga del HS Il Seal fue exitosa.

ii. Siel HS Il Seal no se carga segun lo previsto, el dispositivo debe
reemplazarse.

b. Coémo evitar/minimizar la ocurrencia de esta falla
i. Revisar las Instrucciones de Uso (IFU) del dispositivo Heartstring antes

de su utilizacién, especialmente si Heartstring no se utiliza de forma
rutinaria.

ii. Cargar el HS Ill Seal siguiendo cuidadosamente las Instrucciones de
Uso (IFU) del dispositivo paso a paso.

iii. De acuerdo con las Secciones 4.3—4.5 de las IFU, confirmar que el HS IlI
Seal ha sido correctamente cargado en el dispositivo de liberacién
(Delivery Device) inspeccionando el HS Il Seal cargado una vez que haya
sido introducido en el Delivery Device y retirado del dispositivo de carga
(Loading Device).

iv. Un HS lll Seal que no sea inspeccionado adecuadamente después de
retirarlo del dispositivo de carga (Loading Device) puede fallar durante el
despliegue del HS 11l Seal y causar dafio al paciente. (Ver la informacién
relacionada con Falla de Despliegue).

v. Completar la carga exitosa del HS Il Seal antes de limpiar la
adventicia de la superficie adrtica y crear la aortotomia.

C. Accion atomar si el HS Il Seal falla al cargarse.

i. Desechar el HS Il Seal defectuoso.

ii. Tener siempre disponible un segundo HS Ill Seal para reemplazar un
dispositivo defectuoso. Consultar las IFU del dispositivo para asegurar
una carga exitosa.

Falla del Heartstring lll Seal al desplegarse en la aortotomia
a. Recordatorios importantes:

i. Asegurarse de que el HS Ill Seal haya sido correctamente cargado en el
dispositivo de liberacion (Delivery Device), tal como se describe en la
seccidén anterior.

ii. Después de retirar el HS Il Seal cargado del dispositivo de carga (Loading
Device), inspeccionar el HS Ill Seal cargado, de acuerdo con las Secciones
4.3-4.5 de las IFU, para confirmar lo siguiente:

1. Que el HS lll Seal cargado no esté agrietado.
2. Que la porcidn del HS Il Seal que no esta dentro del tubo del
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Delivery Device no esté ensanchada mas alla del didmetro del
tubo del Delivery Device.

3. Que los extremos del resorte de tensién (Tension Spring) estén
alineados de modo que contacten ambos bordes proximales
del HS Il Seal cargado durante la colocaciéon del Seal en la
aortotomia.

b. Cémo evitar/minimizar la ocurrencia de esta falla:

Después de confirmar la carga exitosa del HS Il Seal y crear la aortotomia,
desplegar el HS Il Seal cargado en la aortotomia siguiendo
cuidadosamente los pasos de despliegue documentados en las IFU del
dispositivo.

Si el HS Il Seal no se despliega segun lo previsto, el dispositivo debe
reemplazarse.

c. Accidn atomar si el HS Il Seal no se despliega correctamente en la aorta.

Ocluir la aortotomia para controlar el sangrado utilizando el dedo indice.

Abrir un segundo HS Il Seal. Cargar el HS Il Seal de acuerdo con las IFU del
dispositivo. Introducir el HS 11l Seal cargado en la aortotomia y seguir las IFU
para completar la anastomosis.

Si la colocacidn del segundo HS Il Seal en la aortotomia no tiene éxito, o la
preferencia del cirujano determina que la situacién no permite el uso de un HS
Il Seal de reemplazo, colocar una pinza de oclusién parcial en la aorta, aislando
la aortotomia, y realizar la anastomosis segun la técnica quirurgica tradicional.

3. Falla del Heartstring lll Seal desplegado para proporcionar hemostasia adecuada:
a. Como evitar/minimizar la ocurrencia de este modo de falla:

Cargar siempre e inspeccionar cuidadosamente el HS Il Seal cargado para
confirmar que la carga en el dispositivo de liberacion (Delivery Device) se
haya realizado correctamente antes de retirar la adventicia de la aorta 'y
crear la aortotomia. (Ver recordatorios importantes anteriores).

i. No utilizar el sistema Heartstring Proximal Seal en pacientes con aorta de pared

delgada.

Al realizar multiples anastomosis, asegurar que todos los sitios
anastomoéticos estén separados al menos 1,5 cm para garantizar la
hemostasia.

iv. No sumergir el HS Ill Seal en solucidn antes del despliegue.
b. Accion a tomar si el HS lll Seal no se abre/no proporciona hemostasia
adecuada después del despliegue.

Cubrir la aortotomia con el dedo indice y ajustar suavemente el resorte
de tensidn (Tension Spring) para asegurar que el HS Ill Seal se haya
desplegado completamente.
Si persiste la falta de hemostasia adecuada:
1. Retirar el HS Ill Seal desplegado de la aortotomia de acuerdo con las
IFU del dispositivo.
2. Cargar unsegundo HS Il Seal y desplegar el Seal cargado en
la aortotomia conforme a las IFU del dispositivo y completar
la anastomosis.
3. Siel segundo HS Ill Seal no tiene éxito o la preferencia del
cirujano determina que la situacién no permite el uso de un HS
[l Seal de reemplazo, colocar una pinza de oclusién parcial en la
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aorta, aislando la aortotomia, y realizar la anastomosis segun la
técnica quirdrgica tradicional.

Acciones para el cliente

Getinge solicita que tome las siguientes acciones:

1. Asegurese de que este mensaje sea reenviado a todas las personas que deban ser
notificadas dentro de su organizacidn o en cualquier organizacién a la que se hayan
transferido los dispositivos afectados.

Informacioén adicional

Getinge estd comunicando esta informacidn a las agencias regulatorias correspondientes.

Lamentamos cualquier inconveniente que esto pueda ocasionar. Estamos comprometidos con la
seguridad del paciente y agradecemos su pronta atencién a este asunto. Si tiene alguna pregunta
con respecto a esta comunicacion, por favor comuniquese con su representante de Getinge o con el
Servicio de Atenciodn al Cliente de Getinge.

Cordialmente,

Francisco Vicenty
Director de Calidad y Cumplimiento Regulatorio, Interino
Getinge, Cirugia Cardiovascular
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Croatia

Croatian (hr)

kolovoz 2025.

Sigurnosno upozorenje u terenu
Proksimalni sustav zatvaranja Heartstring Il
Referentni broj: 1336551

Broj modela uUDI Naziv modela Serijski broj/serija
HS-3045 00607567700307
Proksimalni sustav zatvaranja ii i i
HSK-3038 00607567700314 ; J Sve serije kojima nije
Heartstring IlI istekao rok trajanja
HSK-3043 00607567700321
Datum distribucije: od 1. srpnja 2024. do danas
Datum proizvodnje: od 7. ozujka 2024. do danas

Postovani menadZeru za rizike,

svrha ovog pisma je izvijestiti Vas da drustvo Maquet Cardiovascular, drustvo-kéer drustva Getinge, izdaje
hitni popravak medicinskog proizvoda Proksimalni sustav zatvaranja Heartstring Ill (zatvarac¢ HS Ill). Prema
nasoj evidenciji ste zaprimili jedan ili viSe predmetnih medicinskih proizvoda, kojih se ti¢e ova obavijest.

Opis problema

Identificirana su tri primarna razloga neuspjeha.

1.

82

Pogreska tijekom uvodenja zatvaraca: ovaj problem se tice bilo kojeg kvara uredaja, do kojeg
dode tijekom nekog od Cetiri koraka postupka uvodenja pomocu aplikacijskog uredaja Heartstring,
vizualne kontrole uspjesno uvedenog zatvaraca HS lll, te oslobadanja aplikacijskog uredaja nakon
uspjesSnog zavrsetka svih koraka uvodenja zatvaraca HS lIl.

Pogreska tijekom razvijanja zatvaraca Heartstring u aortotomiji: ovaj problem se odnosi na bilo
koji kvar zatvaraca HS Il i/ili aplikacijskog uredaja od trenutka kada je aplikacijski uredaj uspjesno
osloboden do trenutka kada je zatvarac HS Il u cijelosti postavljen u aortotomiju i svi dijelovi
proksimalnog zatvaraca (vlakno, zatezna opruga, tijelo zatvaraca, prihvatna omca) su uklonjeni iz
aplikacijskog uredaja.

Razvijen zatvarac Heartstring ne daje dostatnu hemostazu: ovaj problem se tice bilo kojeg kvara
uspjesno razvijenog zatvaraca HS lll, koji na mjestu anastomoze ne osigurava adekvatnu kontrolu
krvarenja za izvodenje Sivenja anastomoze, i to unatoc finom podesSavanju zatezne opruge nakon
razvijanja zatvaraca i/ili uporabe ventilatorske prskalice, usisavanja ili $price s fizioloskom
otopinom za ¢is¢enje mjesta anastomoze. Ovaj kvar obuhvaca i slu¢aj kada klijent identificira
neispravan ili ostecen zatvarac HS Ill nakon uspjesnog razvijanja zatvaraca HS Ill u aortu, ako kvar
ima/moze imati za posljedicu nedostatnu hemostazu, koja onemogucava da kirurg zavrsi
anastomozu bez uklanjanja neispravnog zatvaraca HS Il
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Trenutno se provodi istraga glavnog uzroka.

Zdravstveni rizici:

83

1.

Pogreska tijekom uvodenja: ako se zatvara¢ HS lll upotrebljava sukladno Uputama za uporabu
(IFU) proizvoda, pogreska pri uvodenju za pacijenta nije izravan rizik. Medutim, ova pogreska moze
dovesti do zakasSnjenja kirurSkog zahvata. Isto kasnjenje moze trajati od nekoliko minuti koje su
potrebne za vadenje i uvodenje novog zatvaraca, sve do potencijalnog prijelaza s koristenja
zatvaraca HS lll na izvodenje proksimalne anastomoze pomocu aortalne kleme radi dovrSavanja
zahvata.

Pogreska tijekom razvijanja: ako ne uspijeva razvijanje uvedenog zatvaraca HS Il iz aplikacijskog
uredaja, ve¢ su izvedeni slijedni koraci postupka, a isti mogu doprinijeti potencijalnom riziku
oStecenja zdravlja pacijenta. Ako se zatvara¢ HS Il ne uspijeva razviti iz aplikacijskog uredaja,
izvesti ¢e se nekoliko postupaka koji mogu povecati potencijalni rizik oSteéenja zdravlja pacijenta.

e |zvedena je aortotomija.

e Distalni kraj cijevi aplikacijskog uredaja je uveden kroz aortotomiju.

e Klip aplikacijskog uredaja je pritisnut ili je izveden pokusaj njegovog pritiskanja.

e Nije uspjelo razvijanje umetnutog zatvaraca HS Il s distalnog kraja cijevi aplikacijskog uredaja.

e Nakon vadenja aplikacijskog uredaja iz aortotomije se zatvarac HS Ill ne razvija, te se krvarenje
iz aortotomije mora zaustaviti postavljanjem prsta na aortotomiju.

Mogu nastati sljedeca ostecenja zdravlja pacijenta:

e Zakasnjenje kirurSkog zahvata: uklanjanje nerazvijenog zatvaraca HS lll, otvaranje novog
proksimalnog zatvaraca HS lll, umetanje zatvaraca u aplikacijski uredaj te uvodenje umetnutog
zatvaraca HS Il u izvedenu aortotomiju (zakasnjenje bez drugog zahvata) naspram odluke o
primjeni aortalne kleme za dovrsavanje anastomoze, posto nije uspjelo razvijanje uvedenog
zatvaraca (zakasnjenje s drugim zahvatom).

e Ostecenje tkiva: do oStecenja tkiva mozZe dodi uslijed razvijanja uvedenog zatvaraca HS lll, koji
je prosiren na vrhu. ProSiren vrh moZe imati veci promjer od distalne cijevi aplikacijskog
uredaja. Razvijanje uvedenog zatvaraca s prosirenim vrhom moze prouzrociti osteéenje tkiva u
oblasti aortotomije, a u slucaju primjene vede sile za razvijanje predmetnog zatvaraca pri
uvodenju, postoji rizik ozljede zadnjeg zida aorte. Do oSteéenja tkiva mozZe dodi i tijekom
uklanjanja aplikacijskog uredaja iz aortotomije, razvijanja drugog uvedenog zatvaraca HS Il u
istu aortotomiju i/ili neophodnosti primjene aortalne kleme za dovrsavanje aortotomije.

e Krvarenje: do minimalnog gubitka krvi moze doci tijekom uklanjanja aplikacijskog uredaja iz
aortotomije, pri ru¢nom upravljanju krvarenjem iz aortotomije te aplikacije naknadnog
zatvaraca HS lll. Veci gubitak krvi, koji bi zahtijevao dodatnu intervenciju, moZe nastati u
slucaju ostecenja tkiva.

e Embolijski dogadaj uslijed dodatne manipulacije aortom pri rjeSavanju pogreske pri uvodenju
zatvaraca HS Il

Razvijen zatvarac Heartstring ne daje dostatnu hemostazu: u slucaju da razvijen zatvarac¢ HS lll ne
daje dostatnu hemostazu za to da kirurg moze dovrsiti proksimalnu anastomozu, vec su dovrseni
odredeni koraci u svezi primjene sustava zatvaranja HS Ill, Sto moZe povecati potencijalan rizik
ostecenja zdravlja pacijenta. U istom trenutku ée veé biti izvedeni sljedeci koraci:

e |zvedena je aortotomija.
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e Uveden zatvarac HS lll je razvijen u aorti.

e Kirurg smatra da je krvarenje iz aorte prejako za izvodenje anastomoze.

Mogu nastati sljedec¢a oSte¢enja zdravlja pacijenta:
e Zakasnjenje kirurSkog zahvata: do toga moze dodi na sljedeci nacin:

o Dodatno operativno vrijeme potrebno za pokus$aj uredenja zatvaraca radi poboljSanja
hemostaze pomocu uvedenog zatvaraca HS Ill, uklanjanje neispravnog zatvaraca HS I,

otvaranje novog zatvaraca HS lll, umetanje naknadnog zatvaraéa HS Ill i uvodenje
pripremljenog zatvaraca HS Ill u izvedenu aortotomiju (zakasnjenje zahvata bez drugog
zahvata).

o Kirurg smatra da je za dovrSavanje anastomoze najprikladnija uporaba aortalne kleme,
posto razvijen zatvarac HS Il ne daje dostatnu hemostazu za dovrSavanje anastomoze
te ili nije na raspolaganju naknadni zatvara¢ HS lll, ili kirurg donosi odluku da situacija
ne omogucava primjenu naknadnog zatvaraca HS Ill te upotrebljava aortalnu klemu za
dovrsavanje proksimalne anastomoze tradicionalnom kirurSkom tehnikom
(zakasnjenje zahvata s drugim zahvatom).

e Ostecenje tkiva: do osteéenja tkiva moze dodi pri manipulaciji predmetnim zatvaracem HS llI,
tijekom razvijanja drugog uvedenog zatvaraca HS Il u istu aortotomiju i/ili u slu¢aju kada treba
prijeéi na primjenu aortalne kleme radi dovrsavanja aortotomije.

e Krvarenje: mali gubitak krvi u okolici razvijenog zatvaraca HS Ill je normalan te se pri izvodenju
proksimalne anastomoze primjenom zatvaraca HS Ill moZe ocekivati. Do veéeg gubitka krvi,
koji bi zahtijevao dodatnu intervenciju, mozZe do¢i pri oSteéenju tkiva, bez obzira na uzrok
ostecenja.

e Embolijski dogadaj: nastaje dodatnom manipulacijom aortom pri rjeSavanju pogreske, kada
zatvaraC HS Il ne daje dostatnu hemostazu.

0Od 1. lipnja 2023. do 22. srpnja 2025. je drustvo Getinge zaprimilo sljedece prigovore:

274 dojava u svezi pogreske pri uvodenju, $to predstavlja koli¢inu prigovora od 0,386 %

96 dojava u svezi pogreske pri razvijanju, Sto predstavlja koli¢inu prigovora od 0,135 %
30 dojava u svezi nedostatne hemostaze, Sto predstavlja koli¢inu prigovora od 0,042 %

Preporucene ublazavajuce mjere i koraci:
Drustvo Getinge daje sljedeée upute za izbjegavanje/minimalizaciju gore opisanih pogresaka.

1. Pogreska tijekom uvodenja zatvaraca Heartstring
a. VaZine napomene:

i. U Uputama za uporabu proizvoda se navodi da zatvarac HS Il treba biti uveden i
izvaden iz aplikacijskog uredaja, nakon toga provjeren, te po potrebi modificiran
radi potvrdivanja uspjesSnog uvodenja, a nakon toga treba biti osloboden prije
uklanjanja adventicije s mjesta planirane anastomoze i izvodenja aortotomije.
Uvodenje zatvaraca HS Il i potvrda uspjesnog uvodenja prije izvodenja aortotomije
minimalizira rizike za pacijenta, poSto aorta ostaje netaknuta dok se ne potvrdi
uspjesno uvodenje zatvaraca HS Ill.

ii. Ako planirano uvodenje zatvaraca HS lll ne uspije, proizvod bi trebalo zamijeniti.
b. Kako izbjeci ovu pogresku / minimalizirati njezinu pojavu:
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Prije uporabe procitajte Upute za uporabu proizvoda Heartstring, prije svega ako
Heartstring ne koristite redovito.

Pri uvodenju zatvaraca HS lll postupajte oprezno i postujte postupno sve korake
navedene u Uputama za uporabu (IFU).

Prema uputama u ¢lanku 4.3-4.5 Uputa za uporabu provijerite je li zatvarac¢ HS Il
ispravno umetnut u aplikacijski uredaj tako Sto ¢ete provjeriti umetnut zatvarac HS
Il nakon njegovog umetanja u aplikacijski uredaj i vadenja iz aplikacijskog uredaja.

Zatvarac HS I, koji nakon vadenja iz aplikacijskog uredaja nije uredno provjeren,
moze tijekom razvijanja zatajiti te prouzrociti ozljedu pacijenta (vidjeti informacije u
svezi Pogreske pri razvijanju).

Dovrsite uspjeSno uvodenje zatvaraca HS lll prije ¢is¢enja povrsine adventicije,
povrsine aorte i izvodenja aortotomije.

Mijere koje treba primijeniti u sluc¢aju neuspjeha pri uvodenju zatvaraca HS:

Zatvarac HS lll, ¢ije uvodenje nije uspjelo, unistite.
Uvijek imajte u pripravnosti drugi zatvarac HS lll, kojim éete zamijeniti neispravan
uredaj. Radi uspjeSnog uvodenja postujte Upute za uporabu.

2. Pogreska tijekom razvijanja zatvaraca Heartstring u aortotomiju
VaZne napomene:

a.

Uvjerite se da je zatvarac HS Il ispravno umetnut u aplikacijski uredaj, kako je
navedeno u prethodnom stavku.
Nakon vadenja umetnutog zatvaraca HS Il iz aplikacijskog uredaja provjerite
umetnut zatvarac HS Ill prema Uputama za uporabu, dio 4.3.-4.5, kako biste
potvrdili da:
1. Umetnut zatvarac HS Il nije ispucan.
2. Dio zatvaraca HS lll, koji nije umetnut u cijev aplikacijskog uredaja, nije Siri
od promjera cijevi aplikacijskog uredaja.
3. Uvjerite se da su krajevi zatezne opruge poravnani tako da tijekom
uvodenja zatvaraca HS Il u aortotomiju dodiruju obadva njegova
proksimalna kraja.

b. Kako izbjeci ovu pogresku / minimalizirati njezinu pojavu:

C.

Cim potvrdite uspjesno uvodenje zatvaraca HS Ill i izvodenje aortotomije, razvijte
uveden zatvara€ HS Il u aortotomiju. Precizno postujte postupak razvijanja
zatvaraca HS I, koji je opisan u Uputama za uporabu.

Ako se zatvarac HS lll ne razvije prema ocekivanju, proizvod treba zamijeniti.

Mijere koje treba primijeniti u sluc¢aju neuspjeha pri razvijanju zatvaraca HS Ill u aortu:

KaZiprstom zatvorite aortotomiju, kako biste zaustavili krvarenje.

Otvorite drugi zatvarac HS Ill. Umetnite isti zatvara¢ prema instrukcijama u
Uputama za uporabu. Uvedite umetnut zatvarac¢ HS Il u aortotomiju te za
dovrsetak anastomoze postujte postupak iz Uputa za uporabu.

Ako uvodenje drugog zatvaraca HS Il u aortotomiju nije uspjesno, ili ako kirurg
donese odluku da situacija ne dopusta uporabu naknadnog zatvaraca HS lll, na
aortu postavite djelomi¢nu okluzivnu klemu, ¢ime Cete izolirati aortotomiju, te
izvedite anastomozu tradicionalnom kirurskom tehnikom.

3. Razvijen zatvara€ Heartstring ne daje dostatnu hemostazu:
Kako izbjeéi ovu pogresku / minimalizirati njezinu pojavu:

a.

Pri uvodenju zatvaraca HS Il paZljivo izvedite kontrolu, isto kao i nakon njegovog
uvodenja, kako biste potvrdili uspjesno uvodenje zatvaraca HS Il u aplikacijski
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uredaj prije ¢iSéenja adventicije aorte i izvodenja aortotomije (vidjeti prethodne
vazne napomene).

ii. Ne upotrebljavajte Proksimalni sustav zatvaranja Heartstring kod pacijenata s
aortom koja ima tanke zidove.

iii. Priizvodenju visestrukih anastomoza se uvjerite da su sva mjesta anastomoze
medusobno udaljena najmanje 1,5 cm, kako bi se osigurala hemostaza.

iv. Prije razvijanja ne potapajte zatvarac¢ HS Il u otopinu.

b. Mijere koje treba primijeniti u sluaju da se zatvarac HS Il ne otvori / ne daje dostatnu
hemostazu nakon razvijanja.

i. Kaziprstom zatvorite aortotomiju te oprezno podesite zateznu oprugu kako biste se
uvjerili da je zatvara€ HS Il u cijelosti razvijen.

ii. Ako nedostatna hemostaza i dalje traje:

1. lzvadite razvijen zatvarac HS Ill iz aortotomije prema instrukcijama u
Uputama za uporabu.

2. Uvedite drugi zatvarac HS Il te razvijte uveden zatvarac u aortotomiji
prema instrukcijama u Uputama za uporabu i dovrsite anastomozu.

3. Ako drugi zatvarac HS Il nije uspjesan, ili ako kirurg donese odluku da
situacija ne dopusta uporabu naknadnog zatvaraca HS Ill, na aortu
postavite djelomi¢nu okluzivnu klemu, ¢ime cete izolirati aortotomiju, te
izvedite anastomozu tradicionalnom kirurskom tehnikom.

Mijere od strane klijenta

Drustvo Getinge od Vas trazi sljedece mjere:

1. Osigurajte dostavu ove poruke svim pojedincima koji trebaju ovo upozorenje u okviru Vase
institucije ili druge institucije kojoj su predmetni uredaji predani.

Dodatne informacije

86

Drustvo Getinge priop¢ava ove informacije nadleznim regulatornim tijelima.

Ispricavamo se za bilo kakve neprijatnosti koje Vam po ovom pitanju mogu nastati. Stalo nam je do
sigurnosti pacijenata i cijenimo Vasu brzu reakciju na ovu situaciju. Ako imate bilo kakve nedoumice u svezi
ove poruke, obratite se svom predstavniku drustva Getinge ili sluzbi za klijente Getinge na broju 1-888-
880-2874, od ponedjeljka do petka izmedu 8:00 i 17:00 (pacificka vremenska zona).

S pozdravom,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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English (en)
August 2025
Field Safety Notice
Heartstring 1l Proximal Seal System
Reference Number: 1336551
Model Number uUDI Model Name Serial/Lot Numbers

HS-3045 HSK-3038 00607567700307
HSK-3043 00607567700314 Heartstring Il Proximal Seal System All Unexpired Lots

00607567700321
Distribution Dates: July 1, 2024 - Present
Manufacturing Dates: March 7, 2024 - Present

Dear Risk Manager,

The purpose of this letter is to advise you that Maquet Cardiovascular, a subsidiary of Getinge, is
issuing an Urgent Medical Device Correction for the Heartstring Il Proximal Seal System (HS Il
Seal). Our records indicate that you have received one or more of the affected devices that are
affected by this notification.

Issue Description

Three primary failure modes have been identified.

1.

Failure of the Heartstring Seal to Load: This failure applies to any malfunction of the
device that occurs during the four-step loading process using the Heartstring Loading
Device, the visual inspection of a successfully loaded HS Il Seal, and unlocking the
Delivery Device upon successful completion of the HS Ill Seal loading steps.

Failure of the Heartstring Seal to Deploy into the aortotomy: This failure applies to any
malfunction of the HS Il Seal and/or Delivery Device from the time the Delivery Device is
successfully unlocked to once complete delivery of the HS Il Seal into the aortotomy and
all contents of the Proximal Seal (the Tether, Tension Spring, Seal Stem, Anchor Tab) have
exited the Delivery Device.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: This failure
applies to any malfunction of a successfully deployed HS Ill Seal that does not adequately
control bleeding at the anastomotic to allow the surgeon to perform suturing of the
anastomosis, despite gentle adjustment of the Tension Spring after Seal deployment
and/or the use of a blower mister, suction, or saline syringe to clear the anastomotic site.
This failure includes customer identification of a defective or damaged HS Il Seal
following successful deployment of the HS Ill Seal into the aorta that results/or may result
in inadequate hemostasis that prevents the surgeon to complete the anastomosis
without removing the defective HS Ill Seal.

Root cause investigation is ongoing at this time.
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Risks to Health

1. Failure to Load: When used in accordance with the device Instructions for Use (IFU), a HS llI
Seal that fails to load does not pose a direct risk to the patient. However, this failure may
lead to a delay in the surgical procedure. This delay can range from a few minutes to
retrieve and load a new Seal, to a potential conversion from using the HS Ill Seal to
perform the proximal anastomosis to employing an aortic clamp to complete the
procedure.

2. Failure to Deploy: When the loaded HS Il Seal fails to deploy from the Delivery Device,
the following procedural steps have already been performed and may contribute to the
potential risk of patient harm. If the loaded HS Ill Seal fails to deploy from the Delivery
Device, several procedural steps will have already been completed which may increase the
potential risk of patient harm.

e The aortotomy has been created.

e The distal end of the Delivery Device Tube has been inserted through the aortotomy.

o The Plunger of the Delivery Device has been depressed, or an attempt has been made to
depress it.

e Theloaded HS Il Seal has not successfully deployed from the distal end of the Delivery
Device Tube.

e  When the Delivery Device is removed from the aortotomy the HS Il Seal will not be
deployed and bleeding from the aortotomy will need to be controlled by placing a
finger over the aortotomy.

The following potential patient harms may occur:

e Surgical procedure delay: to remove the non-deployed HS Il Seal, open a new HS llI
Proximal Seal, load the Seal into the Delivery Device, and deliver the loaded HS Ill Seal
into the created aortotomy (delay without additional intervention) vs. the decision to
use an aortic clamp to complete the anastomosis because the loaded Seal failed to
deploy (delay with an additional intervention)

e Tissue damage: may occur as a result of deploying a loaded HS Il Seal that is flared at
the tip. A flared tip will have a diameter that is larger than the distal Delivery Device
Tube. Deploying a loaded Seal that has a flared tip can cause aortotomy tissue damage
and if greater force is used to deploy the affected Seal there is a potential risk of
backwalling the aorta during insertion. Tissue damage may also occur during removal
of the Delivery Device from the aortotomy, deploying a second loaded HS Il Seal into
the same aortotomy, and/or needing to convert to use of an aortic clamp to complete
the aortotomy.

o Bleeding: minimal blood loss may occur when removing the Delivery Device from the
aortotomy, controlling the bleeding from the aortotomy manually, and delivering a
replacement HS Ill Seal. Greater blood loss, requiring additional intervention, may
occur if tissue damage occurs.

e Embolic event resulting from additional manipulation of the aorta to address the HS llI
Seal loading failure.

3. Failure of the deployed Heartstring Seal to provide adequate hemostasis: When a
deployed HS Il Seal fails to provide adequate hemostasis for the surgeon to complete the
proximal anastomosis, several steps of the HS Ill Seal System use have already been
completed and may increase the potential risk of patient harm. The following procedural
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steps will have taken place.

e The aortotomy has been created.

e Theloaded HS Il Seal has been deployed into the aorta.

e Bleeding from the aorta is deemed by the surgeon too great to perform the anastomosis.

The following potential patient harms may occur:

e Surgical procedure delay: may occur as follows:

o Additional operative time taken to attempt to make Seal adjustments to
improve hemostasis by the delivered HS Ill Seal, remove the defective HS Il
Seal, open a new HS lll Seal, load the replacement HS Il Seal, and deliver the
loaded HS Il Seal into the created aortotomy (procedure delay without
additional intervention)

o Surgeon deems it most appropriate to use an aortic clamp to complete the
anastomosis because the deployed HS Il Seal failed to provide adequate
hemostasis to complete the anastomosis and a replacement HS Il Seal is not
available or surgeon preference determines the situation does not allow for
use of a replacement HS lll Seal and an aortic clamp is use to complete the
proximal anastomosis per traditional surgical technique. (procedure delay with
an additional intervention)

e Tissue damage: Tissue damage may occur during manipulation of the affected HS llI
Seal, during Seal deployment of a second loaded HS Il Seal into the same aortotomy,
and/or needing to convert to use of an aortic clamp to complete the aortotomy.

e Bleeding: A small amount of blood loss around the deployed HS Il Seal is normal and
expected while performing the proximal anastomosis using a HS Il Seal. Greater blood
loss requiring additional intervention may occur when aortic tissue damage occurs,
regardless of the cause.

e Embolic event(s): resulting from additional manipulation of the aorta secondary to
addressing the HS Il Seal failure to provide adequate hemostasis.

Between June 1, 2023, and July 22, 2025, Getinge received the following complaints:
e 274 reports related to failure to load, representing a complaint rate of 0.386%
e 96 reports related to failure to deploy, representing a complaint rate of 0.135%
e 30reports related to inadequate hemostasis, representing a complaint rate of 0.042%

Recommended Mitigations and Actions

Getinge is providing the following instructions to avoid/minimize the failures discussed above.

1. Failure of the Heartstring Seal to Load
a. Important reminders:

i.  Perthe device IFU, the HS Ill Seal is intended to be loaded and removed from
the Loading Device, then inspected and adjusted if necessary to confirm
successful loading and finally unlocked prior to clearing any adventitia from
the planned anastomotic area and creating the aortotomy. Loading the HS IlI
Seal and confirming successful loading prior to creating the aortotomy
minimizes risk to patients because the aorta remains untouched until
confirming successful loading of the HS Il Seal.

ii. If the HS 1l Seal fails to load as intended, the device should be replaced.

b. How to avoid/minimize occurrence of this failure
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Review the Heartstring device IFU prior to use, especially if Heartstring is not used
on a routine basis.

Load the HS Il Seal by carefully following the device step-by-step Instructions for
Use (IFU).

Per Section 4.3-4.5 of the IFU, confirm the HS Il Seal has been properly loaded
into the Delivery Device by inspecting the loaded HS Il Seal once the HS Il Seal has
been loaded into the Delivery Device and has been removed from the Loading
Device.

A HS Ill Seal that is not properly inspected after removal from the Loading Device
may fail during HS Ill Seal Deployment and cause patient harm. (see information
relating to Failure to Deploy).

Complete successful loading of the HS Il Seal prior to cleaning the aortic surface
adventitia and creating the aortotomy.

c. Action to be taken if the HS Il Seal fails to load.

Discard the failed HS Il Seal.

Always have a second HS Ill Seal available to replace a failed device. Refer to the
device IFU to ensure successful loading.

2. Failure of the Heartstring lll Seal to Deploy into the aortotomy
a. Important reminders:

Ensure the HS Il Seal has been properly loaded into the Delivery Device as
described in the section above.

After removing the loaded HS Il Seal from the Loading Device, inspect the
loaded HS Il Seal, according to IFU Sections 4.3-4.5, to confirm the
following:
1. The loaded HS Ill Seal is not cracked.
2. The portion of the HS Ill Seal that is not loaded into the Delivery Device
Tube does not flare wider than the Delivery Device Tube diameter.
3. The Tension Spring ends are aligned such that they will contact both
proximal edges of the loaded HS Il Seal during Seal delivery into the
aortotomy.

b. How to avoid/minimize the occurrence of this failure:

After confirmation of successful HS Ill Seal loading and creation of the aortotomy,
deploy the loaded HS Il Seal into the aortotomy by carefully following the steps
for HS Il Seal deployment documented in the device IFU.

If the HS Il Seal fails to deploy as intended, the device should be replaced.

c. Action to be taken if the HS Ill Seal fails to successfully deploy into the aorta.

Occlude the aortotomy to control bleeding using an index finger.

Open a second HS 11l Seal. Load the HS Ill Seal per the device IFU. Deliver the
loaded HS Ill Seal into the aortotomy and follow the IFU to complete the
anastomosis.

If delivery of the second HS Il Seal into the aortotomy is not successful, or surgeon
preference determines the situation does not allow for use of a replacement HS Il
Seal, place a partial occlusion clamp on the aorta, isolating the aortotomy, and
perform the anastomosis per traditional surgical technique.

3. Failure of the deployed Heartstring Il Seal to provide adequate hemostasis:
a. How to avoid/minimize occurrence of this failure mode:

Always load and carefully inspect the loaded HS Ill Seal to confirm successful
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loading of the HS Il Seal into the Delivery Device prior to clearing any aorta
adventitia and creating the aortotomy. (See important reminders directly above.)
ii. Do not use the Heartstring Proximal Seal System in patients with a thin-walled
aorta.
iii. When performing multiple anastomosis, ensure all anastomotic sites are at least
1.5 cm apart to ensure hemostasis.
iv. Do not soak the HS Ill Seal in solution prior to deployment.
b. Action to be taken if the HS Ill Seal does not open/provide adequate hemostasis post Seal
deployment.
i. Cover the aortotomy with an index finger and gently adjust the Tension Spring to
ensure the HS Il Seal has been fully deployed.
ii. If lack of adequate hemostasis persists:
1. Remove the deployed HS Il Seal from the aortotomy per device IFU.
2. Load asecond HS Ill Seal and deploy the loaded Seal into the aortotomy
per device IFU and complete the anastomosis.
3. If the second HS Ill Seal is not successful or surgeon preference
determines the situation does not allow for use of a replacement HS Il
Seal, place a partial occlusion clamp on the aorta, isolating the aortotomy,
and perform the anastomosis per traditional surgical technique.

Customer Actions

Getinge requests that you take the following actions:

1. Please ensure this message is forwarded to any individuals that need notification within
your organization or any organization where the affected devices have been transferred.

Additional Information

Getinge is communicating this information to the appropriate regulatory agencies.
We regret any inconvenience this may cause. We are committed to patient safety and
appreciate your prompt attention to this matter. If you have any questions regarding this

communication, please contact your Getinge representative or Getinge Customer Service.

Sincerely,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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Czech Republic (cs)

srpen 2025
Bezpecnostni upozornéni pro terén
Proximalni uzaviraci systém Heartstring lll
Referencni Cislo: 1336551
Modelové ¢islo uDI Nazev modelu Sériové Cislo/sarie
HS-3045 00607567700307
HSK-3038 00607567700314 :Dllroximélnl' uzaviraci systém Heartstring VSechny neproslé Sarze
HSK-3043 00607567700321
Data distribuce: od 1.¢ervence 2024 dosud
Data vyroby: od 7. bfezna 2024 dosud

Vazeny manazere rizik,

Ucelem tohoto dopisu je informovat vas, ze spoleénost Maquet Cardiovascular, dcefina spole¢nost
spolecnosti Getinge, vydava naléhavou opravu zdravotnického prostfedku Proximalni uzaviraci systém
Heartstring Ill (uzavér HS IIl). Podle nasich zaznaml jste obdrzZeli jeden nebo vice dotéenych zdravotnickych
prostiedkd, kterych se toto oznameni tyka.

Popis problému

Byly identifikovany tfi primdrni rezimy selhani.

1. Selhani pfi zavadéni uzavéru: tento problém se tyka jakéhokoli selhani zafizeni, ke kterému dojde
béhem ctyrkrokového procesu zavadéni pomoci zavadéciho zatizeni Heartstring, vizualniho
kontroly Uspésné zavedeného uzavéru HS lll a odjisténi aplika¢niho zafizeni po Uspé&Sném
dokonceni krokd zavadéni uzavéru HS .

2. Selhani pfi rozvinuti uzavéru Heartstring do aortomie: tento problém se vztahuje na jakékoli
selhani uzavéru HS Ill a/nebo aplika¢niho zatizeni od okamziku, kdy je aplikaéni zafizeni Gspésné
odjisténo, do okamziku, kdy je uzavér HS Il Uplné umistén do aortomie a vSechny casti
proximalniho uzavéru (vlakno, napinaci pruZina, télo uzdvéru, ukotvovaci poutko) jsou odstranény
z aplikacniho zafizeni.

3. Rozvinuty uzavér Heartstring neposkytuje dostatecnou hemostazu: tento problém se tyka
jakékoli poruchy fungovani Uspésné rozvinutého uzavéru HS lll, ktery nezajistuje v misté
anastomodzy adekvatni kontrolu krvaceni pro provedeni Siti anastomézy, a to i pres jemné
nastaveni napinaci pruziny po rozvinuti uzavéru a/nebo pouZziti ventilatorového postfikovace,
odsavani nebo stfikacky se fyziologickym roztokem k vycisténi mista anastomdzy. Tato porucha
zahrnuje i pfipad, kdy zakaznik identifikuje vadny nebo poSkozeny uzavér HS Il po Uspésném
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rozvinuti uzavéru HS Il do aorty, kdy porucha ma/muze mit za nasledek nedostate¢nou
hemostazu, jez chirurgovi brani v dokoncéeni anastomdzy bez odstranéni vadného uzavéru HS Il

Momentalné probiha Setfeni hlavni pficiny.

Zdravotni rizika:

1.

7

Selhani pfi zavadéni: pokud se uzavér HS lll pouzivd podle navodu k poufZiti (IFU) prostredku,
nepredstavuje selhani pfi zavadéni pro pacienta primé riziko. Toto selhani vsak mlze vést ke
zpozdéni chirurgického zakroku. Toto zpozdéni se mlzZe pohybovat v rozsahu od nékolika minut
potfebnych k vyjmuti a zavedeni nového uzavéru az po potencialni pfechod z pouziti uzavéru HS Il|
k provedeni proximalni anastomdzy na pouZziti aortalni svorky k dokonceni zakroku.

Selhani pf¥i rozvinuti: kdyz se nedafti rozvinout zavedeny uzavér HS Il z aplikaéniho zafizeni, byly jiz

provedeny nasledujici procedurdlni kroky a ty mohou pfispét k potencidlnimu riziku poskozeni

zdravi pacienta. Pokud se zavedeny uzavér HS lll nedafi rozvinout z aplikacniho zafizeni, bude jiz

provedeno nékolik procedurélnich krokd, které mohou zvysit potencidlni riziko poskozeni zdravi

pacienta.

e Byla vytvorena aortotomie.

e Distalni konec trubice aplikac¢niho zafizeni byl zaveden skrz aortotomii.

e Pist aplikacniho zafizeni byl stlacen nebo byl proveden pokus o jeho stlaceni.

o VloZeny uzavér HS Ill se nepodafilo Uspésné rozvinout z distdlniho konce trubice aplikaéniho
zafizeni.

e Po vyjmuti aplikacniho zafizeni z aortomie se uzavér HS Ill nerozvine a krvaceni z aortomie
bude nutné zastavit umisténim prstu pres aortomii.

Mohou nastat nasledujici 4jmy na zdravi pacienta:

e Zpozdéni chirurgického zakroku: odstranéni nerozvinutého uzavéru HS lll, otevieni nového
proximalniho uzavéru HS Ill, vloZeni uzdvéru do aplikacniho zafizeni a zavedeni vloZeného
uzdvéru HS lll do vytvorené aortomie (zpozdéni bez dalSiho zasahu) vs. rozhodnuti pouZit
aortalni svorku k dokonceni anastomdzy, protoze zavedeny uzavér se nepodafilo rozvinout
(zpozdéni s dalsim zasahem).

e Poskozeni tkané: k poskozeni tkdné muze dojit v disledku rozvinuti zavedeného uzavéru HS I,
ktery je na Spicce rozsifeny. RozSifena Spicka bude mit primér vétsi nez distalni trubice
aplika¢niho zafizeni. Rozvinuti zavedeného uzavéru srozsifenym koncem muiZe zpUsobit
poskozeni tkané v oblasti aortomie a v pripadé poutziti vétsi sily k rozvinuti dotéeného uzavéru
existuje pri zavadéni mozné riziko poranéni zadni stény aorty. K poskozeni tkané muze dojit
také béhem odstranovani aplikacniho zafizeni z aortomie, rozvinuti druhého zavedeného
tésnéni HS Il do stejné aortomie a/nebo nutnosti prfechodu na pouZiti aortalni svorky
k dokonceni aortomie.

e Krvaceni: k minimalni ztraté krve muze dojit béhem odstranovani aplikacniho zafizeni
z aortomie, pfi ovladani krvaceni z aortomie manualné a aplikaci nahradniho uzavéru HS Ill.
Vétsi ztrata krve, ktera by vyZzadovala dodatecnou intervenci, miZe nastat, dojde-li k poskozeni
tkané.

e Embolickad udalost v dlisledku dodatecné manipulace s aortou pfi feseni selhani pfi zavadéni
uzavéru HS 111,

Rozvinuty uzavér Heatstring neposkytuje dostate¢nou hemostazu: v pripadé, Ze rozvinuty uzavér
HS 1l neposkytuje hemostazu dostatecnou ktomu, aby mohl chirurg dokoncit proximalni
anastomozu, byly jiz dokonéeny nékteré kroky souvisejici s pouzitim uzaviraciho systému HS Ill a to
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mUze zvysit potencidlni riziko Ujmy na zdravi pacienta. V tomto okamziku jiz budou provedeny
nasledujici kroky:

e Byla provedena aortomie.

e Zavedeny uzdvér HS Il byl rozvinuty v aorté.

e Chirurg povaZuje krvaceni z aorty za pfilis silné, aby mohl provést anastomdzu.

MuZe dojit k nasledujicim tjmam na zdravi pacienta:

e Zpoidéni chirurgického zakroku: mize k nému dojit nasledovné:

o Dodatecny operacni ¢as potrebny k pokusu o Upravu uzavéru pro zlepseni hemostazy
pomoci zavedeného uzavéru HS lll, odstranéni vadného uzdvéru HS Illl, otevieni
nového uzavéru HS lll, vloZzeni nahradniho uzdvéru HS Il a zavedeni pfipraveného
uzavéru HS Il do vytvorené aortomie (Zpozdéni zdkroku bez dalsiho zasahu).

o Chirurg povaZuje za nejvhodnéjsi k dokonceni anastomdzy pouZit aortdlni svorku,
protoZze rozvinuty uzdvér HS Il neposkytuje hemostazu dostatecnou k dokonceni
anastomodzy a bud neni k dispozici ndhradni uzavér HS Ill nebo chirurg rozhodne, Ze
situace neumoznuje pouzit ndhradni uzavér HS Il a pouZije aortalni svorku k dokonéeni
proximalni anastomdzy tradicni chirurgickou technikou. (ZpoZdéni zédkroku s dalSim
zakrokem.)

e Poskozeni tkané: k poskozeni tkané muze dojit pfi manipulaci s dotéenym uzdvérem HS lll,
béhem rozvinuti druhého zavedeného uzavéru HS Il do stejné aortotomie a/nebo v pripadé,
kdy bude potfeba prejit na pouZiti aortalni svorky k dokoncéeni aortomie.

v s

e Krvaceni: mala ztrata krve v okoli rozvinutého uzadvéru HS lll je normalni a da se pfi provadéni
proximalni anastomdzy za pouziti uzavéru HS Il ocekadvat. K vétsi ztraté krve, kterd by
vyzadovala dodatecnou intervenci, mlize dojit pfi poskozeni tkané bez ohledu na jeho pficinu.

e Embolicka udalost: vznikne dodatec¢nou manipulaci s aortou v disledku feseni selhani, kdy
uzavér HS Ill neposkytuje dostate¢nou hemostazu.

Od 1. ¢ervna 2023 do 22. ¢ervence 2025 obdrZela spolecnost Getinge nasledujici stiznosti:
e 274 hlaseni souvisejicich se selhanim pfi zavddéni, coZ predstavuje miru stiznosti 0,386 %
e 96 hlaseni souvisejicich se selhanim pfi rozvinuti, coZ pfedstavuje miru stiznosti 0,135 %

¢ 30 hldseni tykajicich se nedostate¢né hemostdzy, coz predstavuje miru stiznosti 0,042 %

Doporucend zmirnujici opatfeni a kroky:
Spolecnost Getinge poskytuje nasledujici pokyny, jak se vyhnout vy$e popsana selhani / minimalizovat je.

1. Selhani pfi zavadéni uzdvéru Heartstring
a. Ddulezité pfipomenuti

i. Navod k pouziti prostfedku uvadi, Ze uzavér HS Il ma byt zavedeny a vyjmuty ze
zavadeéciho zafizeni, poté zkontrolovdn a v pfipadé potreby upraven, aby bylo
mozné potvrdit Uspésné zavedeni a nasledné odjistén pfed odstranénim adventicie
z mista planované anastomdzy a vytvorenim aortomie. Zavedeni uzavéru HS lll a
potvrzeni Uspésného zavedeni pred vytvorenim aortomie minimalizuje riziko pro
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pacienta, protoZe aorta zUstava nedotcena, dokud se nepotvrdi Uspésné zavedeni
uzavéru HS 1.

Pokud selZe planované zavedeni uzavéru HS lll, prostfedek by se mél vyménit.

b. Jak se vyhnout tomuto selhani / minimalizovat jeho vyskyt.

V.

Pred pouzitim si prostudujte ndvod k pouziti prostfedku Heartstring, zejména
pokud se Heartstring nepouziva pravidelné.

PFi zavadéni uzavéru HS Il postupujte opatrné a dodrzujte postupné vsechny kroky
uvedené v navodu k pouziti. (IFU).

Podle pokyn( v ¢lanku 4.3-4.5 navodu k pouZiti zkontrolujte, Ze uzavér HS Il byl
spravné viloZen do aplika¢niho zafizeni tak, Ze zkontrolujete vloZzeny uzavér HS Il po
jeho vloZeni do aplikaéniho zafizeni a vyjmuti ze zavadéciho zafizeni.

Uzavér HS lll, ktery nebyl po vyjmuti ze zavadéciho zafizeni fadné zkontrolovany
mUze béhem rozvinuti selhat a zpUsobit pacientovi Gjmu. (Viz informace souvisejici
se Selhanim pti rozvinuti).

Dokoncete Uspésné zavedeni uzavéru HS Il pred ocisténim povrchu adventicie
povrchu aorty a vytvorfenim aortomie.

c. Opatreni, kterda maji byt provedena v ptipadé, ze uzavér HS selze pfi zavadéni.

Uzavér HS lll, ktery se nepodafilo zavést, zlikvidujte.
Vzdy méjte pfipraveny druhy uzavér HS lll, kterym nahradite poruchovy pfistroj.
Pro Uspésné zavedeni se fidte ndvodem k poutziti.

2. Selhani pfi rozvinuti uzavéru Heartstring do aortomie
a. Ddlezita pfipomenuti:

Ujistéte se, ze uzdvér HS Il byl spravné vlozen do aplika¢niho zafizeni, jak je
uvedeno v odstavci vyse.
Po vyjmuti vioZzeného uzavéru HS Ill ze zavadéciho zafizeni, zkontrolujte vloZzeny
uzavér HS Il dle ndvodu k pouziti, ¢ast 4.3.-4.5, abyste potvrdili, Ze:
1. VloZeny uzavér HS lll neni popraskany.
2. Cést uzavéru HS IIl, ktera neni vlozena do trubice aplika¢niho zafizeni neni
Sirsi nez primeér trubice aplika¢niho zatizeni.
3. Ujistéte se, Ze jsou konce napinaci pruziny zarovnany tak, Zze se béhem
zavadéni uzavéru HS Ill do aortomie dotykaji obou jeho proximalnich
koncud.

b. Jak se vyhnout tomuto selhani / minimalizovat jeho vyskyt.

Jakmile potvrdite Uspé3né zavedeni uzavéru HS lll a vytvoreni aortomie, rozvirite
zavedeny uzavér HS Il do aortomie. Dodrzujte peclivé postup rozvinuti uzavéru HS
Il popsany v navodu k pouziti.

Pokud se uzavér HS Il nerozvine podle oc¢ekavani, prostiedek by mél byt nahrazen.

c. Opatreni, kterd maji byt provedena, pokud se uzavér HS Ill nerozvine Uspésné do aorty.

Ukazovackem uzaviete aortomii, abyste zastavili krvaceni.

Otevrete druhy uzavér HS lll. VloZte tento uzavér dle pokynl v navodu k pouZiti.
Zavedte vloZeny uzavér HS Il do aortomie a pro dokonéeni anastomdzy dodrzujte
postup v ndvodu k pouziti.

Pokud nebude zavedeni druhého uzavéru HS Il do aortomie Uspésné, nebo pokud
chirurg rozhodne, Ze situace nedovoluje pouZiti nahradniho uzavéru HS Ill, na aortu
umistéte ¢astec¢nou okluzni svorku, ¢imz izolujete aortomii, a provedte anastomdzu
tradi¢ni chirurgickou technikou.
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3. Rozvinuty uzdvér Heatstring neposkytuje dostatecnou hemostazu:
a. Jak se vyhnout tomuto selhani / minimalizovat jeho vyskyt:

i. PrFizavadéni uzavéru HS lll provedte peclivou kontrolu, stejné tak po jeho zavedeni,
abyste potvrdili Uspésné zavedeni uzdvéru HS lll do aplikacniho zafizeni pred tim,
neZ oCistite adventicii aorty a vytvofite aortomii. (viz dlleZita pfipomenuti vyse).

ii. NepouZivejte Proximalni uzaviraci systém Heartstring u pacienta s tenkosténnou
aortou.

iii. PFi provadéni vicendsobnych anastomdz se ujistéte, Ze vSechna mista anastomdzy
jsou od sebe vzdalena alespon 1,5 cm, aby byla zajiSténa hemostaza.
iv. Pred rozvinutim nenamdcejte uzavér HS Ill do roztoku.
b. Opatreni, ktera maji byt provedena, pokud se uzavér HS Ill neotevie / neposkytuje po
rozvinuti dostateCnou hemostazu.

i. Ukazovackem uzavrete aortomii a opatrné upravte napinaci pruzinu, abyste se

ujistili, Ze je uzavér HS Il Uplné rozvinuty.
ii. Pokud nedostate¢na hemostaza pretrvava:

1. Vyjméte rozvinuty uzavér HS Il z aortomie dle pokyn(l v ndvodu k poufziti.

2. Zavedte druhy uzavér HS Il a rozvifite zavedeny uzdvér v aortotomii dle
pokyni v ndvodu k pouZiti a dokoncete anastomozu.

3. Pokud neni druhy uzadvér HS Il dspésny nebo chirurg rozhodne, Ze situace
nedovoluje pouZiti nahradniho uzadvéru HS Ill, na aortu umistéte ¢astecnou
okluzni svorku, ¢imz izolujete aortomii, a provedte anastomdzu tradicni
chirurgickou technikou.

Opatieni na strané zakaznika
Spoleénost Getinge po vas pozaduje nasledujici opatreni:

1. Zajistéte, Ze tato zprava bude predana vsem jedinciim, ktefi toto upozornéni potrebuji v rdmci vasi
organizace nebo jiné organizace, kam byly dotéené pfistroje predany.

Dodatecné informace

Spolecnost Getinge sdéluje tyto informace pfislusSnym regulaénim orgdnim.

Omlouvame se za jakékoli nepfijemnosti, které vdm tato zaleZitost mohla zpUsobit. Zalezi nam na
bezpecnosti pacientll a vazime si vasi rychlé reakce na tuto zalezZitost. Mate-li jakékoli dotazy tykajici se
tohoto sdéleni, kontaktujte prosim svého zastupce spolecnosti Getinge nebo zdkaznicky servis Getinge na
Cisle 1-888-880-2874, od pondéli do patku mezi 8:00 a 17:00 (tichomorské ¢asové pasmo).

S pozdravem,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery

S pozdravem

Magr. Jiri Lacina, MBA
Getinge Czech republic, s.r.o.
Jednatel
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Modelnummer UDI Modelnavn Serie/lothumre
HS-3045 00607567700307
HSK-3038 00607567700314 Heartstring Il Proximal Seal System | Alle ikke-udlgbne lots
HSK-3043 00607567700321
Distributionsdatoer: 1.juli 2024 —nu
Fremstillingsdato 7. marts 2024 - nu

Kzere risikoansvarlige

Formalet med dette brev er at informere dig om, at Maquet Cardiovascular, et datterselskab af
Getinge, udsteder en vigtig korrektion af medicinsk udstyr til Heartstring lll Proximal Seal System
(HS 1l Seal). Vores optegnelser viser, at du har modtaget en eller flere af de enheder, der er bergrt
af denne meddelelse.

Beskrivelse af problemet

Der er identificeret tre primaere fejltilstande.

1.

Mislykket iseettelse af Heartstring-forseglingsanordningen: Denne fejl gelder for
enhver funktionsfejl i enheden, der opstar under firetrins isaetningsprocessen ved hjlp
af Heartstring-is@tningsenheden, den visuelle inspektion af en korrekt isat HS IlI-
forseglingsanordning og oplasning af indfgringsenheden efter vellykket gennemfgrelse
af trinnene til iseetning af HS lll-forseglingsanordningen.

Fejl ved placering af Heartstring-forseglingsanordningen i forbindelse med aortotomi:
Denne fejl geelder for enhver funktionsfejl i HS lll-forseglingsanordningen og/eller
indfgringsenheden fra det tidspunkt, hvor indfgringsenheden er Iast op, til det tidspunkt,
hvor leveringen af HS lll-forseglingsanordningen under aortotomien er fuldfgrt, og alt
indhold i den proksimale forseglingsanordning (snor , spaendefjeder, forseglingsskaft,
ankertap) har forladt indfgringsenheden.

Den anlagte Heartstring-forseglingsanordning giver ikke tilstraekkelig heemostase:
Denne fejl geelder for enhver fejlfunktion i en korrekt anlagt HS IllI-forseglingsanordning,
der ikke kontrollerer blgdning ved anastomosen tilstraekkeligt til, at kirurgen kan foretage
suturering af anastomosen, pa trods af forsigtig justering af spaendefjederen efter
anlaggelse af forseglingsanordningen og/eller brug af en blowermister, sugning eller
saltvandssprgjte til at rense anastomosestedet. Denne fejl omfatter kundeidentifikation
af en defekt eller beskadiget HS llI-forseglingsanordning efter vellykket anlaeggelse af HS
lll-forseglingsanordningen i aorta, der resulterer i/eller kan resultere i utilstreekkelig
haemostase, der forhindrer kirurgen i at fuldfgre anastomosen uden at fjerne den defekte
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HS llI-forseglingsanordning.
Undersggelsen af den underliggende arsag er i gang.

Sundhedsrisici

1. Is=ttelse mislykkedes: Ved anvendelse i overensstemmelse med brugsanvisningen til udstyret
udger en HS lll-forseglingsanordning, der ikke kan iszettes, ikke en direkte risiko for patienten.
Denne fejl kan dog fgre til en forsinkelse i det kirurgiske indgreb. Denne forsinkelse kan variere fra
et par minutter til at hente og isatte en ny forseglingsanordning til et potentielt skift fra at bruge
HS Ill-forseglingsanordningen til at udfgre den proksimale anastomose til at bruge en aortaklemme
til at fuldfgre indgrebet.

2. Mislykket anlaeggelse: Hvis den isatte HS lll-forseglingsanordning ikke udlgses fra
indfgringsenheden, er de fglgende proceduretrin allerede udfgrt og kan bidrage til den potentielle
risiko for patientskade. Hvis den isatte HS lll-forseglingsanordning ikke udlgses fra
indfgringsenheden er flere proceduretrin allerede gennemfgrt, hvilket kan @¢ge den potentielle
risiko for patientskade.

e Aortotomien er blevet etableret.

e Den distale ende af indfgringsenhedens rgr er indfgrt gennem aortotomien.

e Indfgringsenhedens stempel er blevet trykket ned, eller der er gjort et forsgg pa at trykke det ned.

e Den isatte HS llI-forseglingsanordning er ikke udlgst korrekt fra den distale ende af
indfgringsenhedens rgr.

e Nar indfgringsenheden fjernes fra aortotomien, er HS llI-forseglingsanordningen ikke blevet
anlagt, og blgdning fra aortotomien skal kontrolleres ved at placere en finger over
aortotomien.

Fglgende potentielle patientskader kan forekomme:

e Forsinkelse af kirurgisk indgreb: Fjernelse af den ikke-anlagte HS llI-forseglingsanordning,
abning af en ny proksimal HS Ill-forseglingsanordning, iseetning af forseglingsanordningen i
indfgringsenheden og indfgring af den isatte HS lli-forseglingsanordning i den etablerede
aortotomi (forsinkelse uden yderligere intervention) vs. beslutningen om at bruge en
aortaklemme til at fuldfgre anastomosen, fordi den isatte forseglingsanordning ikke kunne
anlaegges (forsinkelse med en yderligere intervention)

e Vaevsskade: kan opsta som fglge af anlaeggelse af en isat HS llI-forseglingsanordning, der er
konisk udvidet ved spidsen. En konisk udvidet spids vil have en diameter, der er stgrre end den
distale indfgringsenheds rgr. Anlaeggelse af en isat forseglingsanordning, der har en konisk
udvidet spids, kan forarsage skade pa aortotomivaevet, og hvis der anvendes stgrre kraft til at
anlaegge den bergrte forseglingsanordning, er der en potentiel risiko for perforation gennem
aortas posteriore vaeg under indfgring. Der kan ogsa opsta veevsskade under fjernelse af
indfgringsenheden fra aortotomien, anlaeggelse af en ny isat HS Ill-forseglingsanordning i
samme aortotomi og/eller ved behov for at skifte til brug af en aortaklemme for at fuldfgre
aortotomien.

e Blgdning: Der kan forekomme minimalt blodtab, nar indfgringsenheden fjernes fra
aortotomien, blgdningen fra aortotomien kontrolleres manuelt, og der indfgres en ny HS IllI-
forseglingsanordning. Der kan forekomme stgrre blodtab, som kraever yderligere intervention,
hvis der opstar vaevsskade.

e Embolisk haendelse som fglge af yderligere manipulation af aorta for at handtere fejlen med
HS llI-forseglingsanordningen.

3. Den anlagte Heartstring-forseglingsanordning giver ikke tilstraekkelig haemostase: Nar en anlagt
HS lll-forseglingsanordning ikke giver tilstraeekkelig hamostase til, at kirurgen kan fuldfgre den
proksimale anastomose, er der allerede udfgrt flere trin i brugen af HS Il Seal System, hvilket kan
gge den potentielle risiko for patientskade. Fglgende proceduretrin er blevet gennemfgrt.

e Aortotomien er blevet etableret.
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e Denisatte HS llI-forseglingsanordning er blevet anlagt i aorta.
e Blgdning fra aorta vurderes af kirurgen som veerende for stor til at foretage anastomosen.

Fglgende potentielle patientskader kan forekomme:
e  Forsinkelse af det kirurgiske indgreb: kan forekomme pa fglgende made:

O Ekstra operationstid brugt pa at forsgge at foretage forseglingsjusteringer for at forbedre
haemostase med den indfgrte HS Ill-forseglingsanordning, fjernelse af den defekte HS IIlI-
forseglingsanordning, dbning af en ny HS Ill-forseglingsanordning, iseettelse af den nye HS
Ill-forseglingsanordning og indfgring af den isatte HS IlI-forseglingsanordning i den
etablerede aortotomi (procedureforsinkelse uden yderligere intervention)

O Kirurgen vurderer, at det er mest hensigtsmaessigt at bruge en aortaklemme til at fuldfgre
anastomosen, fordi den anlagte HS Ill-forseglingsanordning ikke giver tilstraekkelig
hamostase til at fuldfgre anastomosen, og en erstatnings-HS lll-forseglingsanordning er
ikke tilgeengelig, eller kirurgen beslutter, at situationen ikke tillader brug af en erstatnings-
HS Ill-forseglingsanordning, og der anvendes en aortaklemme til at fuldfgre den proksimale
anastomose i henhold til traditionel kirurgisk teknik (procedureforsinkelse med yderligere
intervention).

e Vaxvsskade: Der kan opstd vaevsskade under manipulation af den bergrte HS |lllI-
forseglingsanordning, under anlaeggelse af en ny isat HS Ill-forseglingsanordning i den samme
aortotomi og/eller ved behov for at skifte til brug af en aortaklemme for at fuldfgre
aortotomien.

e Blgdning: Et mindre blodtab omkring den anlagte HS Ill-forseglingsanordning er normalt og
forventes, nar den proksimale anastomose udfgres med en HS Ill-forseglingsanordning. Stgrre
blodtab, der kraever yderligere intervention, kan forekomme, nar der opstar skade pa
aortavaev, uanset arsagen.

e Embolisk(e) haendelse(r): Som fglge af yderligere manipulation af aorta sekundzert til
handtering af den utilstraekkelige haemostase, der opnas med HS llI-forseglingsanordningen.

Mellem 1. juni 2023 og 22. juli 2025 modtog Getinge fglgende klager:
e 274 rapporter relateret til mislykket isaettelse, hvilket repraesenterer en klagefrekvens pa 0,386 %
e 96 rapporter relateret til mislykket anlaeggelse, hvilket repraesenterer en klagefrekvens pa 0,135 %
e 30 rapporter relateret til utilstraekkelig haemostase, hvilket repraesenterer en klagefrekvens pa 0,042 %

Anbefalede afbgdende handlinger og andre handlinger

Getinge giver fglgende instruktioner for at undga/minimere de fejl, der er naevnt ovenfor.

1. Mislykket isttelse af Heartstring-forseglingsanordningen:
a. Vigtige pamindelser:

i. I'henhold til brugsanvisningen til udstyret er det hensigten, at HS IlI-
forseglingsanordningen iszettes og fijernes fra iseetningsenheden, hvorefter den
inspiceres og om ngdvendigt justeres for at bekrzafte vellykket iseetning, og til sidst
lases den op, inden eventuelle adventitia fjernes fra det planlagte
anastomoseomrade, og aortotomien etableres. Iseetning af HS IlI-
forseglingsanordningen og bekrzeftelse af vellykket isaetning inden etablering af
aortotomien minimerer risikoen for patienterne, da aorta forbliver ubergrt, indtil
bekraeftelse af vellykket iseetning af HS llI-forseglingsanordningen.

ii. Hvis HS llI-forseglingsanordningen ikke isaettes som tilsigtet, skal enheden udskiftes.

b. Sadan undgar/minimerer du forekomsten af denne fejl
i. Laes brugsanvisningen til Heartstring-udstyret fgr brug, iseer hvis Heartstring

ikke bruges rutinemaessigt.
ii. Iseet HS lll-forseglingsanordningen ved omhyggeligt at fglge den trinvise
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brugsanvisning.

iii. 1 henhold til afsnit 4.3-4.5 i brugsanvisningen skal det bekraeftes, at HS IllI-
forseglingsanordningen er isat korrekt i indfgringsenheden ved at inspicere
den isatte HS lll-forseglingsanordning, nar HS lll-forseglingsanordningen er
isat i indfgringsenheden og er blevet fjernet fra iseetningsenheden.

iv. En HS lll-forseglingsanordning, der ikke inspiceres korrekt efter fjernelse fra
isetningsenheden, kan svigte under anlaeggelse af HS Ill-forseglingsanordningen
og fordrsage patientskade. (se oplysninger vedrgrende mislykket anleeggelse).

v. Fuldfgr korrekt iseetning af HS lll-forseglingsanordningen inden fjernelse
af adventitia fra aortaoverfladen og etablering af aortotomien.

c. Foranstaltninger, der skal traeffes, hvis HS llI-forseglingsanordningen ikke kan iszettes.

i. Kasser den defekte HS lll-forseglingsanordning.

ii. Hav altid en ekstra HS lll-forseglingsanordning klar til udskiftning af en defekt
anordning. Se brugsanvisningen til udstyret for at sikre korrekt isaetning.

2. Mislykket anlaeggelse af Heartstring llI-forseglingsanordningen i aortotomien
a. Vigtige pamindelser:

i. Sgrg for, at HS Ill-forseglingsanordningen er isat korrekt i indfgringsenheden
som beskrevet i afsnittet ovenfor.

ii. Efter fjernelse af den isatte HS lll-forseglingsanordning fra indfgringsenheden
skal den isatte HS llI-forseglingsanordning inspiceres i henhold til afsnit 4.3-4.5 i
brugsanvisningen for at bekraefte fglgende:

1. Atden isatte HS lll-forseglingsanordning er ikke revnet.

2. Atden del af HS llI-forseglingsanordningen, der ikke er isat i
indfgringsenhedens rgr, ikke er bredere end indfgringsenhedens
rgrdiameter.

3. Atspandefjederens ender er justeret, sa de kommer i kontakt med
begge proksimale kanter af den isatte HS lll-forseglingsanordning
under indfgring af forseglingsanordnignen i aortotomien.

b. Sadan undgar/minimerer du forekomsten af denne fejl:

i. Efter bekraeftelse af vellykket iseetning af HS IlI-forseglingsanordningen og
etablering af aortotomien anlaegges den isatte HS llI-forseglingsanordning i
aortotomien ved omhyggeligt at fglge trinene for anlaeggelse af HS llI-
forseglingsanordningen, der er dokumenteret i brugsanvisningen til udstyret.

ii. Hvis HS lll-forseglingsanordningen ikke anlaegges som tilsigtet, skal enheden udskiftes.

c. Foranstaltninger, der skal treeffes, hvis HS llI-forseglingsanordningen ikke kan anlaegges korrekt
i aorta.

i. Okkluder aortotomien for at kontrollere blgdningen med en pegefinger.

ii. Abn en ny HS lll-forseglingsanordning. Isaet HS Ill-forseglingsanordningen i
henhold til brugsanvisningen til udstyret. Indfgr den isatte HS IlI-
forseglingsanordning i aortotomien, og fglg brugsanvisningen for at fuldfgre
anastomosen.

iii. Hvis indfgringen af den nye HS Ill-forseglingsanordning i aortotomien ikke
lykkes, eller hvis kirurgen beslutter, at situationen ikke tillader brug af en
erstatnings-HS lll-forseglingsanordning, skal der anbringes en partiel
okklusionsklemme pa aorta, hvorved aortotomien isoleres, og anastomosen skal
udfgres i henhold til traditionel kirurgisk teknik.

3. Den anlagte Heartstring lll-forseglingsanordning giver ikke tilstraekkelig haemostase:
a. Sadan undgar/minimerer du forekomsten af denne fejl:

i. Iszet oginspicer altid omhyggeligt den isatte HS Ill-forseglingsanordning for at
bekraefte, at HS lll-forseglingsanordningen er isat korrekt i indfgringsenheden fgr
fiernelse af eventuel adventitia fra aorta, og aortotomien dannes. (Se vigtige
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pamindelser direkte ovenfor.)

ii. Heartstring Proximal Seal System ma ikke anvendes til patienter med en tynd aortavaeg.
iii. Ved udfgrelse af flere anastomoser skal det sikres, at alle anastomosesteder er
mindst 1,5 cm fra hinanden for at sikre haamostase.
iv. HS lll-forseglingsanordningen ma ikke gennemvaedes i en oplgsning fgr anlaeggelse.
b. Foranstaltninger, der skal treeffes, hvis HS IlI-forseglingsanordningen ikke
abner/giver tilstraekkelig heemostase efter anlaeggelse.
i. Dak aortotomien med en pegefinger, og juster forsigtigt speendefjederen
for at sikre, at HS lll-forseglingsanordningen er anlagt korrekt.
ii. Hvis der fortsat ikke er tilstraekkelig haemostase:
1. Fjern den anlagte HS lll-forseglingsanordning fra aortotomien i henhold til
brugsanvisningen til udstyret.
2. Iszet en ny HS lllI-forseglingsanordning, og anlaeg den isatte
forseglingsanordning i aortotomien i henhold til brugsanvisningen
til udstyret, og fuldfgr anastomosen.
3. Hvis den nye HS lll-forseglingsanordning ikke virker, eller hvis kirurgen
beslutter, at situationen ikke tillader brug af en erstatnings-HS IlI-
forseglingsanordning, skal der anbringes en partiel okklusionsklemme
pa aorta, hvorved aortotomien isoleres, og anastomosen skal udfgres i
henhold til traditionel kirurgisk teknik.

Handlinger, der skal foretages af kunden
Getinge anmoder dig om at treeffe fglgende foranstaltninger:

1. Sgrg for at videresende denne meddelelse til alle dem, der har brug for at blive
underrettet i din virksomhed, eller til enhver virksomhed, hvortil det bergrte udstyr er
blevet overfort.

Supplerende oplysninger

Getinge videregiver disse oplysninger til de relevante tilsynsmyndigheder.

Vi beklager enhver ulejlighed, dette matte forarsage. Vi har stort fokus pa patientsikkerhed og
seetter pris pa din hurtige hjaelp i forbindelse med dette problem. Hvis du har spgrgsmal
vedrgrende denne henvendelse, bedes du kontakte din Getinge-repraesentant eller Getinge-
kundesupport pa tel. +45 45 93 27 27

Med venlig hilsen

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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Aviso de seguridad Urgente
Sistema de obturacion proximal Heartstring Ill
Numero de referencia FSCA: 1336551
Numero de uDI Nombre del modelo Numeros de
modelo serie/lote

HSK-3045 00607567700307

Sistema de obturacién proximal
HSK-3038 00607567700314 _ P Todos los lotes no

Heartstring Ill caducados
HSK-3043 00607567700321
Fechas de distribucion: 1 de julio de 2024 - Actualidad
Fechas de fabricacidn: 7 de marzo de 2024 - Actualidad

Estimado gestor de riesgos,

El objetivo de esta carta es informarle de que Maquet Cardiovascular, una filial de Getinge, esta
emitiendo una correccién urgente de dispositivos médicos para el sistema de sellado proximal
Heartstring 11l (HS Ill Seal). Segun nuestros registros, usted ha recibido uno o varios de los
dispositivos afectados por esta notificacién.

Descripcion del Problema

Se han identificado tres modos de fallo principales.

1. Fallo en la carga del sello Heartstring: Este fallo se aplica a cualquier mal
funcionamiento del dispositivo que se produzca durante el proceso de carga de cuatro
pasos utilizando el dispositivo de carga Heartstring, la inspeccidn visual de un sello HS IlI
cargado correctamente y el desbloqueo del dispositivo de administracién tras completar
con éxito los pasos de carga del sello HS III.

2. Fallo del sello cardiaco al desplegarse en la aortotomia: Este fallo se aplica a cualquier
mal funcionamiento del sello HS Ill y/o del dispositivo de implantacién desde el momento
en que el dispositivo de implantaciéon se desbloquea correctamente hasta que se
completa la implantacidn del sello HS 1l en la aortotomia y todo el contenido del sello
proximal (la correa, el resorte de tension, el vastago del sello y la lenglieta de anclaje) ha
salido del dispositivo de implantacion.

3. Fallo del sellado Heartstring desplegado para proporcionar una hemostasia adecuada:
Este fallo se aplica a cualquier mal funcionamiento de un sello HS Il implantado
correctamente que no controle adecuadamente el sangrado en la anastomosis para
permitir al cirujano realizar la sutura de la anastomosis, a pesar del ajuste suave del
resorte de tension tras la implantacion del sello y/o el uso de un nebulizador, succién o
jeringa de solucidn salina para limpiar el sitio de la anastomosis. Este fallo incluye la
identificacion por parte del cliente de un sello HS Il defectuoso o dafiado tras el
despliegue correcto del sello HS Ill en la aorta, lo que da lugar o puede dar lugar a una
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hemostasia inadecuada que impide al cirujano completar la anastomosis sin retirar el
sello HS Il defectuoso.

En estos momentos se esta investigando la causa raiz.

103

Riesgos para la salud

Error al cargar: Cuando se utiliza de acuerdo con las instrucciones de uso (IFU) del
dispositivo, un sello HS Il que no se carga no supone un riesgo directo para el paciente.
Sin embargo, este fallo puede provocar un retraso en la intervencion quirdrgica. Este
retraso puede variar desde unos minutos para recuperar y cargar un nuevo sello, hasta
una posible conversion del uso del sello HS Ill para realizar la anastomosis proximal al
empleo de una pinza adrtica para completar la intervencion.

Fallo en la implementacidon: Cuando el sello HS Il cargado no se despliega desde el

dispositivo de administracién, ya se han realizado los siguientes pasos del procedimiento,

lo que puede contribuir al riesgo potencial de dafio al paciente. Si el sello HS Il cargado no

se despliega desde el dispositivo de administracién, ya se habran completado varios pasos

del procedimiento, lo que puede aumentar el riesgo potencial de dafio al paciente.

e Se harealizado la aortotomia.

e El extremo distal del tubo del dispositivo de administracion se ha insertado a través de la
aortotomia.

e Se ha presionado el émbolo del dispositivo de administracion o se ha intentado
presionarlo.

e Elsello HS Il cargado no se ha desplegado correctamente desde el extremo distal del tubo

del dispositivo de administracion.

e Cuando se retira el dispositivo de administracidon de la aortotomia, el sello HS Il no se
desplegara y sera necesario controlar el sangrado de la aortotomia colocando un dedo
sobre ella.

Pueden producirse los siguientes dafios potenciales para el paciente:

e Retraso del procedimiento quirdrgico: para retirar el HS Ill Seal no desplegado, abrir
un nuevo HS IIl Proximal Seal, cargar el Seal en el dispositivo de liberacion (Delivery
Device) y entregar el HS Il Seal cargado en la aortotomia creada (retraso sin
intervencién adicional) vs. la decision de utilizar una pinza adrtica para completar la
anastomosis debido a que el Seal cargado no se desplegd (retraso con una
intervencién adicional).

e Daiio tisular: puede ocurrir como resultado del despliegue de un HS Il Seal cargado
gue esté ensanchado en la punta. Una punta ensanchada tendra un diametro mayor
que el tubo distal del dispositivo de liberacion. El despliegue de un Seal cargado con la
punta ensanchada puede causar dafio al tejido de la aortotomia vy, si se aplica mayor
fuerza para desplegar el Seal afectado, existe un riesgo potencial de perforar la pared
posterior de la aorta durante la insercidon. El dafio tisular también puede ocurrir
durante la retirada del dispositivo de liberacién de la aortotomia, al desplegar un
segundo HS 1l Seal cargado en la misma aortotomia y/o al necesitar convertir el
procedimiento al uso de una pinza adrtica para completar la aortotomia.

e Sangrado: puede producirse una pérdida minima de sangre al retirar el dispositivo de
liberacion de la aortotomia, al controlar manualmente el sangrado de la aortotomia y
al colocar un HS Il Seal de reemplazo. Puede producirse una mayor pérdida de sangre,
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gue requiera intervencién adicional, si ocurre dafio tisular.
e Evento embdlico como resultado de la manipulacién adicional de la aorta para
abordar la falla en la carga del HS lll Seal.

3. Falla del Heartstring Seal desplegado para proporcionar hemostasia adecuada: uando un
HS Il Seal desplegado no logra proporcionar una hemostasia adecuada para que el
cirujano complete la anastomosis proximal, varios pasos del uso del Sistema HS Il Seal ya
se han completado y pueden aumentar el riesgo potencial de dafio al paciente. Los
siguientes pasos del procedimiento ya se habran realizado.

e Se ha creado la aortotomia.

e ElHS Il Seal cargado se ha desplegado en la aorta.

e Elsangrado de la aorta es considerado por el cirujano como demasiado abundante para
realizar la anastomosis.

Los siguientes dafios potenciales al paciente pueden ocurrir:

e Retraso del procedimiento quirargico: puede ocurrir de la siguiente manera:

Tiempo operatorio adicional necesario para intentar realizar ajustes en el Seal
con el fin de mejorar la hemostasia proporcionada por el HS Il Seal
implantado, retirar el HS Il Seal defectuoso, abrir un nuevo HS Il Seal, cargar
el HS Ill Seal de reemplazo y colocar el HS Il Seal cargado en la aortotomia
creada (retraso del procedimiento sin intervencién adicional).

o El cirujano considera mas apropiado utilizar una pinza aértica para completar
la anastomosis debido a que el HS Il Seal desplegado no logré proporcionar
hemostasia adecuada para completarla y no hay un HS Ill Seal de reemplazo
disponible, o la preferencia del cirujano determina que la situacién no permite
el uso de un HS Il Seal de reemplazo y se utiliza una pinza adrtica para
completar la anastomosis proximal segln la técnica quirdrgica tradicional.
(retraso del procedimiento con intervencién adicional)

e Daio tisular: puede ocurrir durante la manipulacién del HS 1l Seal afectado, durante
el despliegue de un segundo HS Il Seal cargado en la misma aortotomia y/o al
necesitar convertir el procedimiento al uso de una pinza adrtica para completar la
aortotomia.

e Sangrado: Una pequena cantidad de pérdida de sangre alrededor del HS Il Seal
desplegado es normal y esperada al realizar la anastomosis proximal utilizando un HS
lIl Seal. Puede producirse una mayor pérdida de sangre que requiera intervencion
adicional cuando ocurre dafio del tejido adrtico, independientemente de la causa.

e Evento(s) embdlico(s): como resultado de la manipulacién adicional de la aorta
secundaria a la necesidad de abordar la falla del HS Il Seal en proporcionar
hemostasia adecuada.

Entre el 1 de junio de 2023 y el 22 de julio de 2025, Getinge recibid las siguientes quejas:
e 274 reportes relacionados con falla de carga, lo que representa una tasa de quejas del 0,386%
e 96 reportes relacionados con falla de despliegue, lo que representa una tasa de quejas del
0,135%
e 30 reportes relacionados con hemostasia inadecuada, lo que representa una tasa de quejas del
0,042%

Medidas y acciones recomendadas

Getinge proporciona las siguientes instrucciones para evitar/minimizar las fallas descritas
anteriormente.
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Falla del Heartstring Seal al cargar
a. Recordatorios importantes:

i. Segun las Instrucciones de Uso (IFU) del dispositivo, el HS Il Seal debe
cargarse y retirarse del dispositivo de carga (Loading Device), luego
inspeccionarse y ajustarse si es necesario para confirmar una carga exitosa
y finalmente desbloquearse antes de retirar cualquier adventicia del drea
anastomoética planificada y crear la aortotomia. Cargar el HS Il Seal y
confirmar una carga exitosa antes de crear la aortotomia minimiza el
riesgo para los pacientes, ya que la aorta permanece intacta hasta
confirmar que la carga del HS Il Seal fue exitosa.

ii. Siel HS Il Seal no se carga segun lo previsto, el dispositivo debe
reemplazarse.

b. Coémo evitar/minimizar la ocurrencia de esta falla
i. Revisar las Instrucciones de Uso (IFU) del dispositivo Heartstring antes

de su utilizacién, especialmente si Heartstring no se utiliza de forma
rutinaria.

ii. Cargar el HS Ill Seal siguiendo cuidadosamente las Instrucciones de
Uso (IFU) del dispositivo paso a paso.

iii. De acuerdo con las Secciones 4.3—4.5 de las IFU, confirmar que el HS IlI
Seal ha sido correctamente cargado en el dispositivo de liberacién
(Delivery Device) inspeccionando el HS Il Seal cargado una vez que haya
sido introducido en el Delivery Device y retirado del dispositivo de carga
(Loading Device).

iv. Un HS lll Seal que no sea inspeccionado adecuadamente después de
retirarlo del dispositivo de carga (Loading Device) puede fallar durante el
despliegue del HS 11l Seal y causar dafio al paciente. (Ver la informacién
relacionada con Falla de Despliegue).

v. Completar la carga exitosa del HS Il Seal antes de limpiar la
adventicia de la superficie adrtica y crear la aortotomia.

C. Accion atomar si el HS Il Seal falla al cargarse.

i. Desechar el HS Il Seal defectuoso.

ii. Tener siempre disponible un segundo HS Ill Seal para reemplazar un
dispositivo defectuoso. Consultar las IFU del dispositivo para asegurar
una carga exitosa.

Falla del Heartstring Ill Seal al desplegarse en la aortotomia
a. Recordatorios importantes:

i. Asegurarse de que el HS Ill Seal haya sido correctamente cargado en el
dispositivo de liberacion (Delivery Device), tal como se describe en la
seccidén anterior.

ii. Después de retirar el HS Il Seal cargado del dispositivo de carga (Loading
Device), inspeccionar el HS Ill Seal cargado, de acuerdo con las Secciones
4.3-4.5 de las IFU, para confirmar lo siguiente:

1. Que el HS lll Seal cargado no esté agrietado.
2. Que la porcidn del HS Il Seal que no esta dentro del tubo del

OT# 1336551



106

GETINGE 3¢

Delivery Device no esté ensanchada mas alla del didmetro del
tubo del Delivery Device.

3. Que los extremos del resorte de tensién (Tension Spring) estén
alineados de modo que contacten ambos bordes proximales
del HS Il Seal cargado durante la colocaciéon del Seal en la
aortotomia.

b. Cémo evitar/minimizar la ocurrencia de esta falla:

Después de confirmar la carga exitosa del HS Il Seal y crear la aortotomia,
desplegar el HS Il Seal cargado en la aortotomia siguiendo
cuidadosamente los pasos de despliegue documentados en las IFU del
dispositivo.

Si el HS Il Seal no se despliega segun lo previsto, el dispositivo debe
reemplazarse.

c. Accidn atomar si el HS Il Seal no se despliega correctamente en la aorta.

Ocluir la aortotomia para controlar el sangrado utilizando el dedo indice.

Abrir un segundo HS Il Seal. Cargar el HS Il Seal de acuerdo con las IFU del
dispositivo. Introducir el HS 11l Seal cargado en la aortotomia y seguir las IFU
para completar la anastomosis.

Si la colocacidn del segundo HS Il Seal en la aortotomia no tiene éxito, o la
preferencia del cirujano determina que la situacién no permite el uso de un HS
Il Seal de reemplazo, colocar una pinza de oclusién parcial en la aorta, aislando
la aortotomia, y realizar la anastomosis segun la técnica quirurgica tradicional.

3. Falla del Heartstring lll Seal desplegado para proporcionar hemostasia adecuada:
a. Como evitar/minimizar la ocurrencia de este modo de falla:

Cargar siempre e inspeccionar cuidadosamente el HS Il Seal cargado para
confirmar que la carga en el dispositivo de liberacion (Delivery Device) se
haya realizado correctamente antes de retirar la adventicia de la aorta 'y
crear la aortotomia. (Ver recordatorios importantes anteriores).

i. No utilizar el sistema Heartstring Proximal Seal en pacientes con aorta de pared

delgada.

Al realizar multiples anastomosis, asegurar que todos los sitios
anastomoéticos estén separados al menos 1,5 cm para garantizar la
hemostasia.

iv. No sumergir el HS Ill Seal en solucidn antes del despliegue.
b. Accion a tomar si el HS lll Seal no se abre/no proporciona hemostasia
adecuada después del despliegue.

Cubrir la aortotomia con el dedo indice y ajustar suavemente el resorte
de tensidn (Tension Spring) para asegurar que el HS Ill Seal se haya
desplegado completamente.
Si persiste la falta de hemostasia adecuada:
1. Retirar el HS Ill Seal desplegado de la aortotomia de acuerdo con las
IFU del dispositivo.
2. Cargar unsegundo HS Il Seal y desplegar el Seal cargado en
la aortotomia conforme a las IFU del dispositivo y completar
la anastomosis.
3. Siel segundo HS Ill Seal no tiene éxito o la preferencia del
cirujano determina que la situacién no permite el uso de un HS
[l Seal de reemplazo, colocar una pinza de oclusién parcial en la
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aorta, aislando la aortotomia, y realizar la anastomosis segun la
técnica quirdrgica tradicional.

Acciones para el cliente

Getinge solicita que tome las siguientes acciones:

1. Asegurese de que este mensaje sea reenviado a todas las personas que deban ser
notificadas dentro de su organizacidn o en cualquier organizacién a la que se hayan
transferido los dispositivos afectados.

Informacioén adicional

Getinge estd comunicando esta informacidn a las agencias regulatorias correspondientes.

Lamentamos cualquier inconveniente que esto pueda ocasionar. Estamos comprometidos con la
seguridad del paciente y agradecemos su pronta atencién a este asunto. Si tiene alguna pregunta
con respecto a esta comunicacion, por favor comuniquese con su representante de Getinge o con el
Servicio de Atenciodn al Cliente de Getinge.

Cordialmente,

Francisco Vicenty
Director de Calidad y Cumplimiento Regulatorio, Interino
Getinge, Cirugia Cardiovascular
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Finland (fi)
lokuu 2025
Turvallisuustiedote
Heartstring lll Proximal Seal System -
jarjestelm3
Mallinumero UDI Mallinimi Sarja-/erdnumerot

HS-3045 00607567700307
HSK- 00607567700314 | Heartstring lll Proximal Seal Kaikki
3038 00607567700321 System vanhentumattomat
HSK- erat
3043
Jakelupdivamaarat: 1.7.2024 alkaen tédhan paivaan saakka
Valmistuspdivamaarat: 7.3.2024 alkaen tahan paivaan saakka

Hyva riskienhallintapaallikko

Taman kirjeen tarkoituksena on ilmoittaa, etta Getingen tytaryhtié Maquet Cardiovascular
julkaisee kiireellisen ladkinnallisen laitteen korjauksen Heartstring Il Proximal Seal System (HS IlI
Seal) -jarjestelmaan. Tietojemme mukaan olette vastaanottaneet yhden tai useamman laitteen,
jota tama ilmoitus koskee.

Ongelman kuvaus
Kolme ensisijaista vikatapaa on tunnistettu.

1. Heartstring Seal ei lataudu: Tama ongelma koskee kaikkia laitteen virheitd, joita ilmenee
nelivaiheisen latausprosessin aikana kdytettdessa Heartstring Loading Device -laitetta,
onnistuneesti ladatun HS Ill Sealin silmamaaraisessa tarkastuksessa ja Delivery Device -
toimituslaitteen lukituksen avaamisen aikana HS lll Sealin latausvaiheiden onnistuneen
suorittamisen jalkeen.

2. Heartstring Sealin laajentuminen aortotomiakohtaan epdonnistuu: Tama vika koskee
kaikkia HS 11l Sealin ja/tai Delivery Device -toimituslaitteen virheits siita hetkestad, kun
Delivery Device on avattu onnistuneesti siihen saakka, kun HS Il Seal on viety kokonaan
aortotomiaan ja kaikki Proximal Sealin sisallot (Tether, Tension Spring, Sean Stem,
Anchor Tab) on poistunut Delivery Device -toimituslaitteesta.

3. Laajentunut Heartstring Seal ei muodosta riittdvaa hemostaasia: Tama vikaantuminen
koskee mita tahansa onnistuneesti laajentuneen HS Il Sealin virhettd, kun se ei hallitse
verenvuotoa anastomoosikohdassa riittavasti, jotta kirurgi voisi suorittaa anastomoosin
ompelemisen, huolimatta Tension Spring -jousen helldvaraisesta sdatamisesta Sealin
laajentumien jalkeen ja/tai puhallussumuttimen, imun tai suolaliuosruiskun kaytosta
anastomoosikohdan puhdistamiseen. Tama virhe sisaltaa viallisen tai vaurioituneen HS Il
Sealin tunnistamisen asiakkaan toimesta sen jalkeen, kun HS Il Seal on laajentunut
onnistuneesti aorttaan, mikd johtaa/tai voi johtaa riittdméattomaan hemostaasiin, joka
estda kirurgia suorittamasta anastomoosia poistamatta viallista HS Il Sealia.

Juurisyyta tutkitaan parhaillaan.

Vaara terveydelle:
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1. Lataus epdonnistuu: HS Ill Seal, jonka lataus epdonnistuu ei muodosta valiténta vaaraa potilaalle,
kun sitd kaytetdan laitteen kayttoohjeen mukaisesti. Tama virhe voi kuitenkin johtaa
leikkaustoimenpiteen viivastymiseen. Tama viive voi vaihdella uuden tiivisteen noutamiseen ja
lataamiseen kuluvasta muutamasta minuutista mahdolliseen siirtymiseen HS 1l Sealin kdytosta
proksimaalisen anastomoosin  tekemiseen aortan puristimen kdyttéon toimenpiteen
loppuunsaattamiseksi.

2. Llaajentumisen epdonnistuminen: Kun ladattu HS |Ill Seal ei laajene Delivery Device -
toimituslaitteesta, seuraavat toimenpidevaiheet on jo suoritettu ja ne voivat lisata potilasvahingon
riskid. Jos ladattu HS |1ll Seal ei laajene Delivery Device -toimituslaitteesta, useita

toimenpidevaiheita on jo suoritettu, mika voi lisdtad potilasvahingon riskia.

e Aortotomiakohta on luotu.

e Delivery Device -toimituslaitteen putken distaalipda on viety aortotomiakohdan lapi.

e Delivery Device -toimituslaitteen mantaa on painettu tai yritetty painaa.

e Ladattu HS Il Seal ei ole laajentunut onnistuneesti Delivery Device -toimituslaitteen putken
distaalipaasta.

e  Kun Delivery Device -toimituslaite poistetaan aortotomiakohdasta, HS Ill Seal ei laajene ja
aortotomiakohdasta tulevaa verenvuotoa on hallittava asettamalla sormi aortotomiakohdan
paalle.

Potilaalle voi aiheutua seuraavia mahdollisia haittoja:

o Leikkaustoimenpiteen viivastyminen: laajentumattoman HS Ill Sealin poistaminen, uuden HS
Il Proximal Sealin avaaminen, Sealin lataaminen Delivery Device -toimituslaitteeseen ja
ladatun HS IlI Sealin vieminen luotuun aortotomiakohtaan (viive ilman lisdtoimenpidettd)
verrattuna péaatokseen kayttdd aortan puristinta anastomoosin viimeistelemiseen, koska
ladattu Seal ei laajentunut (viive lisdtoimenpiteen kanssa)

e Kudosvaurio: voi aiheutua karjesta levinneen ladatun HS Il Sealin laajentumisesta. Levinneen
karjen halkaisija on suurempi kuin Delivery Device -toimituslaitteen distaalisen putken.
Sellaisen Sealin, jonka karki on levinnyt, laajeneminen voi aiheuttaa kudosvaurion
aortotomiakohtaan, ja jos vaurioituneen Sealin laajentamiseen kaytetdan suurempaa voimaa,
on olemassa aortan takaseindman vaurioitumisriski sisddnviennin aikana. Kudosvaurioita voi
esiintyd myos, kun Delivery Device -toimituslaite poistetaan aortotomiakohdasta, kun toinen
ladattu HS Ill Seal laajennetaan samaan aortotomiakohtaan ja/tai jos on siiirryttavd aortan
puristimen kdytt6on aortatomian suorittamiseksi loppuun.

e Verenvuoto: Vahaista verenhukkaa voi esiintya, kun Delivery Device -toimituslaite poistetaan
aortotomiakohdasta, aortotomiakohdasta tulevaa verenvuotoa hallitaan manuaalisesti ja
viedaan uusi HS Il Seal. Jos kudos vaurioituu, seurauksena voi olla suurempi verenhukka, joka
vaatii lisdtoimenpiteita.

e Emboliatapahtuma, joka johtuu aortan lisdmanipuloinnista HS Il Sealin latausvian
korjaamiseksi.

3. Laajentunut Heartstring Seal ei muodosta riittdvda hemostaasia: Kun laajentunut HS Il Seal ei
tarjoa kirurgille riittdvda hemostaasia proksimaalisen anastomoosin suorittamiseksi, HS Ill Seal -
jarjestelmdn useita vaiheita on jo suoritettu ja ne voivat lisata potilasvahingon riskid. Seuraavat
menettelyvaiheet on suoritettu.

e Aortotomiakohta on luotu.

e Ladattu HS lll Seal on laajennettu aorttaan.
e  Aortan verenvuoto on kirurgin mielesta liian suuri anastomoosin tekemiseen.

Potilaalle voi aiheutua seuraavia mahdollisia haittoja:

o Leikkaustoimenpiteen viivistyminen: voi tapahtua seuraavasti:

Ylimaarainen leikkausaika, joka kuluu Sealin sdatéjen tekemiseen hemostaasin
parantamiseksi viedyn HS Il Sealin avulla, viallisen HS Il Sealin poistamiseen, uuden
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HS Ill Sealin avaamiseen, korvaavan HS Il Sealin lataamiseen ja ladatun HS Il
Sealin viemiseen luotuun aortotomiaan (toimenpiteen viivastyminen ilman
lisdtoimenpiteita)

o Kirurgin mielestd on sopivinta kayttdaa aortanpuristinta anastomoosin
viimeistelyyn, koska laajentunut HS Il Seal ei tarjonnut riittdvaa hemostaasia
anastomoosin viimeistelyyn eikd korvaavaa HS Il Sealia ole saatavilla tai
kirurgin harkinnan mukaan tilanne ei salli korvaavan HS Il Sealin kayttoa ja
aortanpuristinta kdytetdaan proksimaalisen anastomoosin viimeistelyyn
perinteisen leikkaustekniikan mukaisesti. (toimenpiteen viivastyminen
lisdtoimenpiteelld)

e Kudosvauriot: Kudosvaurioita voi esiintya kasiteltdessda HS Ill Sealia, kun toinen
ladattu HS Il Seal asetetaan samaan aortotomiaan ja/tai kun on siirryttava
aorttapuristimeen aortan sulkemiseksi.

e Verenvuoto: Pieni verenhukka laajennetun HS Il Sealin ymparillda on normaalia ja
odotettavissa suoritettaessa proksimaalista anastomoosia HS Il Sealia kayttamalla.
Suurempaa verenhukkaa, joka vaatii lisdtoimenpiteitd, voi esiintyd, kun aortan kudos
vaurioituu syysta riippumatta.

e Emboliatapahtuma(t): johtuvat aortan lisdmanipuloinnista sen jdlkeen, kun HS IlI
Sealilla ei ole saatu riittavaa hemostaasia.

1.6.2023 ja 22.7.2025 vélisend aikana Getinge sai seuraavat reklamaatiot:
e 274 raporttia latauksen epdonnistumisesta, reklamaatioaste 0,386 %
e 96 raporttia laajentumisen epdonnistumisesta, reklamaatioaste 0,135 %
e 30 raporttia riittamattdomasta hemostaasista, reklamaatioaste 0,042 %

Suositellut lievennystoimet ja toimenpiteet

Getinge antaa seuraavat ohjeet ylla mainittujen vikojen valttamiseksi/minimoimiseksi.

1. Heartstring Sealin lataaminen epdonnistuu
a. Tarkeitd huomautuksia:

i. Laitteen kdyttoohjeiden mukaan HS Ill Seal on tarkoitettu ladattavaksi ja
poistettavaksi Loading Device -laitteesta, sen jalkeen tarkastettavaksi ja
tarvittaessa sdadettavaksi onnistuneen latauksen varmistamiseksi ja
lopulta avattavaksi ennen mahdollisten adventitioiden poistamista
suunnitellulta anastomoosialueelta ja aortotomian tekemista. HS 1l Sealin
lataaminen ja onnistuneen latauksen varmistaminen ennen aortotomian
tekemistda minimoi potilaille aiheutuvan riskin, koska aortta pysyy
koskemattomana, kunnes HS Ill Sealin lataamisen onnistuminen on
varmistettu.

ii. Jos HS Ill Seal ei lataudu tarkoitetulla tavalla, laite on vaihdettava.

b. Nain valtat tai minimoit taman vian esiintymisen
i. Lue Heartstring-laitteen kdyttoohjeet ennen kayttoa, erityisesti jos

Heartstringia ei kayteta rutiininomaisesti.
ii. Lataa HS Il Seal noudattamalla huolellisesti laitteen vaiheittaisia
kayttoohjeita.

iii. Varmista kayttoohjeen kohtien 4.3-4.5 mukaisesti, ettd HS Ill Seal on
asetettu oikein asennuslaitteeseen tarkastamalla asetettu HS Il Seal, kun
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HS Il Seal on ladattu asennuslaitteeseen ja poistettu asennuslaitteesta.

Jos HS Il Sealia ei tarkasteta asianmukaisesti Loading Device -laitteesta
poistamisen jalkeen, HS Il Seal voi pettada laajentamisen aikana ja
aiheuttaa potilasvahingon. (Katso tiedot laajentamisen
epaonnistumisesta.)

Suorita HS Il Sealin lataaminen loppuun ennen aortan pinnan
adventitian puhdistamista ja aortotomian tekemista.

C. Toimenpiteet, joihin on ryhdyttava, jos HS Il Sealin lataaminen ei onnistu.

Havita viallinen HS 11 Seal.

Pida aina toinen HS Ill Seal valmiina viallisen laitteen vaihtamiseksi.
Tarkista laitteen kayttdohjeista, ettd lataus onnistuu.

2. Heartstring lll Sealin laajentuminen aortotomiaan epaonnistuu
a. Tarkeitda huomautuksia:

Varmista, etta HS Il Seal on asetettu oikein asennuslaitteeseen edella
kuvatulla tavalla.
Kun ladattu HS Ill Seal on poistettu asennuslaitteesta, tarkista ladattu HS
Il Seal kdyttéohjeiden kohtien 4.3-4.5 mukaisesti ja varmista seuraavat
seikat:
1. Ladattu HS Ill Seal ei ole murtunut.
2. HS Il Sealin osa, jota ei ole ladattu asennuslaitteen putkeen,
ei ole leveampi kuin asennuslaitteen putken halkaisija.
3. Tension Spring -jousen paat on kohdistettu siten, ettad ne
koskettavat ladatun HS Il Sealin molempia proksimaalisia
reunoja, kun Sealia viedaan aortotomiaan.

b. Na&in valtat tai minimoit tdméan vian esiintymisen:

Kun HS Il Sealin onnitunut lataaminen ja aortotomian luominen on
vahvistettu, laajenna ladattu HS Il Seal aortotomiaan noudattamalla
huolellisesti laitteen kayttoohjeissa kuvattuja HS IIl Sealin
laajentamisvaiheita.

Jos HS Il Seal ei laajene tarkoitetulla tavalla, laite on vaihdettava.

c. Toimenpiteet, joihin on ryhdyttava, jos HS Il Sealin laajentaminen aorttaan ei onnistu.

Sulje aortotomia verenvuodon hallitsemiseksi etusormella.

Avaa toinen HS Il Seal. Lataa HS Il Seal laitteen kayttoohjeiden mukaisesti.
Vie ladattu HS Ill Seal aortotomiaan ja suorita anastomoosi loppuun
kayttéohjeiden mukaisesti.

Jos toisen HS Il Sealin asettaminen aortatomiaan ei onnistu tai jos kirurgi
paattaa, etta tilanne ei salli korvaavan HS Il Sealin kdyttoa, aseta
osittainen okkluusiopuristin aorttaan, erista aortotomia ja suorita
anastomoosi perinteista leikkaustekniikkaa kayttaen.

3. Laajentunut Heartstring Ill Seal ei muodosta riittavdaa hemostaasia:
a. Taman vikatilan valttaminen/minimointi:

Lataa ja tarkasta ladattu HS Ill Seal aina huolellisesti varmistaaksesi, etta
HS 11l Seal on ladattu onnistuneesti Delivery Device -toimituslaitteeseen
ennen aortan adventitian puhdistamista ja aortotomian tekemista. (Katso
tarkeat muistutukset ylapuolelta.)

Heartstring Proximal Seal -jarjestelmaa ei saa kadyttaa potilailla, joilla on
ohutseindinen aortta.
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iii. Kun suoritetaan useita anastomoosikohtia, varmista, etta kaikki
anastomoosikohdat ovat vahintaan 1,5 cm:n padassa toisistaan
hemostaasin varmistamiseksi.

iv. Al3 liota HS Ill Sealia liuoksessa ennen kayttoa.

b. Toimenpiteet, joihin on ryhdyttava, jos HS Il Seal ei avaudu/muodosta
riittdvaa hemostaasia Sealin laajentamisen jalkeen.

i. Peitd aortotomia etusormella ja sddda Tension Spring -jousta varovasti
varmistaaksesi, ettd HS Il Seal on laajentunut kokonaan.
ii. Jos riittdmaton hemostaasi jatkuu:

1. Poista kaytetty HS lll Seal aortotomiasta laitteen kayttoohjeiden
mukaisesti.

2. Lataatoinen HS Il Seal ja laajenna ladattu Seal aortotomiaan
laitteen kayttdohjeiden mukaisesti ja suorita anastomoosi
loppuun.

3. Jos toisen HS Il Sealin asentaminen ei onnistu tai jos kirurgi
paattaa, etta tilanne ei salli korvaavan HS Il Sealin kayttoa,
aseta osittainen okkluusiopuristin aorttaan, eristd aortotomia ja
suorita anastomoosi perinteista leikkaustekniikkaa kdyttaen.

Asiakkaalta edellytetyt toimenpiteet
Getinge pyytaa sinua toimimaan seuraavasti:

1. Varmistakaa, ettd tama tiedote valitetadn organisaatiossanne kaikille niille, joiden pitaa
olla asiasta tietoisia, tai kaikkiin sellaisiin organisaatioihin, joihin kyseisia laitteita on
siirretty.

Lisdtietoja
Getinge ilmoittaa nama tiedot vastaaville sddntelyviranomaisille.

Pahoittelemme mahdollista haittaa, jota tdma tilanne voi aiheuttaa. Olemme sitoutuneet
potilasturvallisuuteen ja arvostamme nopeaa ongelmaan paneutumista. Jos sinulla on
kysyttavaa tasta viestista, +358 9 6824 120

Ystavallisin terveisin

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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France (fr)

Ao(t 2025
Notification de sécurité
Systéme d’étanchéité proximale Heartstring lll
Numéro de référence : 1336551

Numéro de modéle IUD Nom du modéle Numéros de série/lot
HS-3045 00607567700307

Systéme d’étanchéité proximale
HSK-3038 00607567700314 .

Heartstring Il
HSK-3043 00607567700321
Dates de distribution : du 1" juillet 2024 jusqu’a maintenant
Dates de fabrication : du 7 mars 2024 jusqu’a maintenant

Cher(e) professionnel(le) de santé,

Le présent courrier a pour but de vous informer que Maquet Cardiovascular, une filiale de Getinge, initie
une notification de sécurité relative au systeme d’étanchéité proximale Heartstring Ill (joint HS I1). Nos
dossiers indiquent que vous avez recu un ou plusieurs dispositifs affectés concernés par cette notification.

Description du probléeme

Trois modes de défaillance principaux ont été identifiés.

1. Echec de chargement du joint Heartstring : cette défaillance s’applique a tout dysfonctionnement

du dispositif qui se produit pendant le processus de chargement en quatre étapes a I'aide du
dispositif de chargement Heartstring, pendant I'inspection visuelle d’un joint HS Il chargé avec
succes et le déverrouillage du dispositif de pose une fois les étapes de chargement du joint HS IlI
terminées avec succes.

Echec du déploiement du joint Heartstring dans ’aortotomie : cette défaillance s’applique a tout
dysfonctionnement du joint HS Il et/ou du dispositif de pose a partir du moment ou le dispositif
de pose est déverrouillé avec succés jusqu’a ce que le joint HS Il soit complétement introduit dans
I'aortotomie et que tout le contenu du joint proximal (fil d’attache, ressort de tension, tige du joint
étanche, patte d’ancrage) ont été libérés du dispositif de pose.

Echec du joint Heartstring a assurer une hémostase adéquate, aprés déploiement: cette
défaillance s’applique a tout dysfonctionnement d’un joint HS Ill déployé avec succes qui ne
controle pas correctement le saignement au niveau de I'anastomose pour permettre au chirurgien
de suturer I'anastomose, malgré un léger réglage du ressort de tension apres le déploiement du
joint et/ou I'utilisation d’un brumisateur souffleur, d’une aspiration ou d’une seringue de sérum
physiologique pour dégager le site anastomotique. Cette défaillance inclut I'identification par le
client d’un joint HS Il défectueux ou endommagé apres le déploiement réussi du joint HS Ill dans
I'aorte qui entraine/peut entrainer une hémostase inadéquate empéchant le chirurgien de
terminer I'anastomose sans retirer le joint HS 11l défectueux.

Une enquéte sur les causes profondes est en cours.
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Risques pour la santé
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1.

Echec du chargement : lorsqu’il est utilisé conformément au mode d’emploi du dispositif, un joint
HS 1l qui ne se charge pas ne présente pas de risque direct pour le patient. Toutefois, cet échec
peut entrainer un retard de l'intervention chirurgicale. Ce délai peut varier de quelques minutes
pour récupérer et charger un nouveau joint, a une conversion potentielle de I'utilisation du joint
HS Il pour réaliser I'anastomose proximale a I'utilisation d’un clamp aortique pour terminer la
procédure.

Echec du déploiement : lorsque le joint HS Il chargé ne se déploie pas depuis le dispositif de pose,
les étapes de procédure suivantes ont déja été effectuées et peuvent contribuer au risque
potentiel de blessure du patient.

e |’aortotomie a été créée.
e L’extrémité distale du tube du dispositif de pose a été insérée dans I'aortotomie.
e Le piston du dispositif de pose a été enfoncé ou une tentative d’enfoncement a été effectuée.

e Le joint HS Ill chargé n’a pas été déployé avec succes depuis I'extrémité distale du tube du
dispositif de pose.

e Lorsque le dispositif de pose est retiré de I'aortotomie, le joint HS Il ne sera pas déployé et le
saignement de I'aortotomie devra étre contrdlé en placant un doigt sur I'aortotomie.

Les risques potentiels pour le patient sont les suivants :

e Retard de la procédure chirurgicale : pour retirer le joint HS Ill non déployé, ouvrir un
nouveau joint proximal HS lll, charger le joint dans le dispositif de pose et insérer le joint HS Il
chargé dans l'aortotomie créée (retard sans intervention supplémentaire) par rapport a la
décision d’utiliser un clamp aortique pour terminer I'anastomose, car le joint chargé n’a pas pu
étre déployé (retard avec une intervention supplémentaire)

e Lésions tissulaires : peuvent survenir a la suite du déploiement d’un joint HS Ill chargé qui est
évasé a I'extrémité. Une extrémité évasée aura un diametre supérieur a celui du tube distal du
dispositif de pose. Le déploiement d’un joint chargé présentant une extrémité évasée peut
endommager le tissu de l'aortotomie et, si une force plus importante est utilisée pour
déployer le joint affecté, il existe un risque potentiel de perforation (« backwalling ») de I'aorte
pendant l'insertion. Des lésions tissulaires peuvent également survenir lors du retrait du
dispositif de pose de l'aortotomie, du déploiement d’un second joint HS Il chargé dans la
méme aortotomie et/ou de la nécessité de convertir la procédure en utilisant un clamp
aortique pour terminer |'aortotomie.

e Saignement : une perte de sang minimale peut se produire lors du retrait du dispositif de pose
de l'aortotomie, du contréle manuel du saignement de I'aortotomie et de le mise en place
d’un joint HS Il de remplacement. Une perte de sang plus importante, nécessitant une
intervention supplémentaire, peut se produire en cas de Iésion tissulaire.

e Evénement embolique résultant d’'une manipulation supplémentaire de I'aorte pour traiter
I’échec du chargement du joint HS III.

Echec du joint Heartstring a assurer une hémostase adéquate, aprés déploiement: Lorsqu’un
joint HS Il déployé ne fournit pas une hémostase adéquate pour que le chirurgien termine
I"anastomose proximale, plusieurs étapes de l'utilisation du systéeme de joint HS Ill ont déja été
effectuées et peuvent augmenter le risque potentiel de préjudice pour le patient. Les étapes
suivantes ont été effectuées.
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e [’aortotomie a été créée.
e Lejoint HS lll chargé a été déployé dans 'aorte.

e Le saignement de |'aorte est jugé trop important par le chirurgien pour réaliser I'anastomose.

Les risques potentiels pour le patient sont les suivants :
e Retard de I'intervention chirurgicale : peut se produire comme suit :

o Temps opératoire supplémentaire nécessaire pour tenter d’effectuer des ajustements
du joint pour améliorer I’'hémostase par le joint HS Il fourni, retirer le joint HS I
défectueux, ouvrir un nouveau joint HS lll, charger le joint HS Ill de remplacement et
insérer le joint HS Il chargé dans I'aortotomie créée (retard de la procédure sans
intervention supplémentaire)

O Le chirurgien estime qu’il est plus approprié d’utiliser un clamp aortique pour terminer
I'anastomose car le joint HS Il déployé n’a pas fourni d’hémostase adéquate pour
terminer I'anastomose et qu’un joint HS Il de remplacement n’est pas disponible ou
que le chirurgien estime que la situation ne permet pas I'utilisation d’un joint HS Il de
remplacement et qu’un clamp aortique est utilisé pour terminer I'anastomose
proximale selon la technique chirurgicale traditionnelle (retard de la procédure avec
une intervention supplémentaire).

e Lésions tissulaires : des lésions tissulaires peuvent survenir pendant la manipulation du joint
HS 1ll concerné, pendant le déploiement d’'un deuxieme joint HS Ill chargé dans la méme
aortotomie et/ou en raison du besoin d’utiliser un clamp aortique pour terminer I'aortotomie .

e Saignement : une légere perte de sang autour du joint HS Il déployé est normale et attendue
lors de la réalisation de I'anastomose proximale a I'aide d’un joint HS Ill. Une perte de sang
plus importante nécessitant une intervention supplémentaire peut survenir en cas de lésion
du tissu aortique, quelle qu’en soit la cause.

e Evénement(s) embolique(s) : résultant d’'une manipulation supplémentaire de I'aorte liée au
traitement de I’échec du joint HS Ill a assurer une hémostase adéquate.

Entre le 1° juin 2023 et le 22 juillet 2025, Getinge a recu les réclamations suivantes :

e 274 signalements liés a I’échec du chargement, représentant un taux de réclamations de 0,386 %
e 96 signalements liés a I’échec du déploiement, représentant un taux de réclamations de 0,135 %

e 30 rapports liés a une hémostase inadéquate, représentant un taux de réclamations de 0,042 %

Mesures d’atténuation et actions recommandées

Getinge fournit les instructions suivantes pour éviter/limiter les défaillances abordées ci-dessus.
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1. Echec de chargement du joint Heartstring
a. Rappels importants :

i. Conformément au mode d’emploi du dispositif, le joint HS Ill est destiné a étre
chargé et retiré du dispositif de chargement, puis inspecté et ajusté si nécessaire
pour confirmer la réussite du chargement et enfin déverrouillé avant d’éliminer
toute adventice de la zone anastomotique prévue et de créer I'aortotomie. Le
chargement du joint HS Il et la confirmation de la réussite du chargement avant |a
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création de I'aortotomie minimisent le risque pour les patients, car I'aorte reste
intacte jusqu’a la confirmation de la réussite du chargement du joint HS III.
ii. Sile joint HS Il ne se charge pas comme prévu, le dispositif doit étre remplacé.
b. Comment éviter/limiter cette défaillance
i. Lisez le mode d’emploi du dispositif Heartstring avant utilisation, en particulier si le

dispositif Heartstring n’est pas utilisé régulierement.

ii. Chargez le joint HS Ill en suivant attentivement le mode d’emploi du dispositif,
étape par étape.

iii. Conformément a la section 4.3-4.5 du mode d’emploi, confirmez que le joint HS Il
a été correctement chargé dans le dispositif de pose en inspectant le joint HS IlI
chargé une fois que le joint HS Il a été chargé dans le dispositif de pose et retiré du
dispositif de chargement.

iv. Un joint HS Il qui n’est pas correctement inspecté apreés avoir été retiré du
dispositif de chargement peut générer une défaillance pendant le déploiement du
joint HS Ill et entrainer un risque pour le patient. (Voir informations relatives a
I’échec du déploiement.)

v. Terminez le chargement réussi du joint HS Il avant de nettoyer I'adventice de la
surface aortique et de créer I'aortotomie.

C. Mesures a prendre si le joint HS Ill ne se charge pas.
i. Jetezle joint HS IIl défectueux.

ii. Veillez a toujours disposer d’un deuxiéme joint HS Ill pour remplacer un dispositif
défectueux. Reportez-vous au mode d’emploi du dispositif pour garantir un
chargement réussi.

2. Echec du déploiement du joint Heartstring Il dans I’aortotomie
a. Rappelsimportants :

i. Assurez-vous que le joint HS Ill a été correctement chargé dans le dispositif de pose
comme décrit dans la section ci-dessus.

ii. Apres avoir retiré le joint HS Il chargé du dispositif de chargement, inspectez le
joint HS Il chargé, conformément aux sections 4.3-4.5 du mode d’emploi, pour
confirmer ce qui suit :

1. Lejoint HS lll chargé n’est pas fissuré.

2. La partie du joint HS Il qui n’est pas insérée dans le tube du dispositif de
pose ne présente pas un évasement supérieur au diametre du tube du
dispositif de pose.

3. Les extrémités du ressort de tension sont alignées de maniére a ce
gu’elles entrent en contact avec les deux bords proximaux du joint HS III
chargé pendant I'introduction du joint dans I'aortotomie.

b. Comment éviter/limiter ’apparition de cette défaillance :

i. Aprés confirmation du chargement réussi du joint HS Ill et de la création de
I'aortotomie, déployez le joint HS Ill chargé dans I'aortotomie en suivant
attentivement les étapes de déploiement du joint HS Ill documentées dans le mode
d’emploi du dispositif.

ii. Sile joint HS Il ne se déploie pas comme prévu, le dispositif doit étre remplacé.

c. Mesures a prendre si le joint HS 1l ne se déploie pas correctement dans |'aorte.
i. Obstruer 'aortotomie pour controler le saignement a I'aide d’un index.
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ii. Ouvrez un deuxiéme joint HS Ill. Chargez le joint HS Il conformément au mode
d’emploi du dispositif. Introduisez le joint HS Il chargé dans I'aortotomie et suivez
le mode d’emploi pour terminer I'anastomose.

iii. Sila délivrance du second joint HS Ill dans I'aortotomie échoue ou si le chirurgien
estime que la situation ne permet pas l'utilisation d’un joint HS Ill de
remplacement, placez un clamp d’occlusion partielle sur 'aorte, isolez I'aortotomie
et réalisez 'anastomose selon la technique chirurgicale traditionnelle.

3. Echec du joint Heartstring a assurer une hémostase adéquate, aprés déploiement
a. Comment éviter/limiter I"apparition de ce mode de défaillance :

i. Veillez a toujours charger et inspecter soigneusement le joint HS Ill chargé pour
confirmer le chargement réussi du joint HS 11l dans le dispositif de pose avant
d’éliminer toute adventice aortique et de créer I'aortotomie. (Voir les rappels
importants ci-dessus.)

ii. N’utilisez pas le systéme d’étanchéité proximale Heartstring chez les patients
présentant une aorte a paroi mince.

iii. Lors de laréalisation d’anastomoses multiples, assurez-vous que tous les sites
anastomotiques sont espacés d’au moins 1,5 cm pour assurer I’"hémostase.
iv. Ne faites pas tremper le joint HS Ill dans une solution avant son déploiement.
b. Mesures a prendre si le joint HS Ill ne s’ouvre pas/n’assure pas une hémostase adéquate
apres le déploiement du joint.

i. Couvrez I'aortotomie avec I'index et ajustez délicatement le ressort de tension pour

s’assurer que le joint HS IIl est completement déployé.
ii. Sil'absence d’hémostase adéquate persiste :

1. Retirez le joint HS Ill déployé de I'aortotomie conformément au mode
d’emploi du dispositif.

2. Chargez un deuxieme joint HS Il et déployez le joint chargé dans
I’aortotomie conformément au mode d’emploi du dispositif et terminez
I’'anastomose.

3. Sile deuxieme joint HS lll échoue ou si le chirurgien estime que la
situation ne permet pas I'utilisation d’un joint HS Il de remplacement,
placez un clamp d’occlusion partielle sur I'aorte, isolez I’aortotomie et
réalisez I'anastomose selon la technique chirurgicale traditionnelle.

Actions a entreprendre par les clients
Getinge vous demande de prendre les mesures suivantes :

1. Veuillez vous assurer que ce message est transmis a toutes les personnes devant en étre
informées au sein de votre établissement ou a tout établissement ou les dispositifs concernés ont
été transférés.

Informations complémentaires

Getinge communique ces informations aux autorités compétentes.

Nous regrettons tout désagrément que cette notification pourrait causer. La sécurité du patient est notre
plus grande priorité. Nous vous remercions de votre attention immédiate a ce sujet. Pour toute question
concernant cette communication, veuillez contacter votre représentant Getinge ou le service clientele
Getinge.
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Cordialement,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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Germany (de)

August 2025

Sicherheitshinweis
Proximales Versiegelungssystem Heartstring Ill
Referenznummer: 1336551

Modellnummer UDI Modellbezeichnung Serien-/Losnummern

HS-3045 00607567700307
Proximales Versiegelungssystem i

HSK-3038 00607567700314 . g gssy Alle nicht abgelaufenen
Heartstring Il Chargen

HSK-3043 00607567700321

Distributionszeitraum: 1. Juli 2024 — Heute

Herstellungsdaten: 7. Mérz 2024 — Heute

Sehr geehrte/r Anwender/in,

Mit diesem Schreiben mochten wir Sie dartiber informieren, dass Maquet Cardiovascular, eine
Tochtergesellschaft von Getinge, eine dringende KorrekturmalRnahme fiir das Proximale
Versiegelungssystem Heartstring Ill (HS Ill Seal) vornimmt. Aus unseren Unterlagen geht hervor, dass Sie
mindestens eines der von dieser Mitteilung betroffenen Gerate erhalten haben.

Beschreibung des Problems

Es wurden drei primare Fehlermodi ermittelt.

1.

120

Ladeausfall der Heartstring-Versiegelung: Dieser Fehler betrifft alle Fehlfunktionen des Gerits,
die wahrend des vierstufigen Ladevorgangs mit der Heartstring-Beladungsvorrichtung, der
Sichtkontrolle einer erfolgreichen Beladung des HS Ill Seal und der Entriegelung der
Einfihrvorrichtung nach erfolgreicher Beladung des HS IIl Seal auftreten.

Ausfall der Heartstring-Versiegelung bei der Einfiihrung in die Aortotomie: Dieser Fehler betrifft
alle Fehlfunktionen der HS Il Seal und/oder der Einfuhrvorrichtung ab dem Zeitpunkt, zu dem die
Einfihrvorrichtung erfolgreich entriegelt wurde, bis zur vollstdndigen Einflihrung der HS 11l Seal in
die Aortotomie und dem Austritt des gesamten Inhalts der proximalen Versiegelung (Anbindung,
Zugfeder, Versiegelungsschaft, Verankerungslasche) aus der Einfiihrvorrichtung.

Keine ausreichende Hamostase durch die eingefiihrte Heartstring-Versiegelung: Dieser Fehler
betrifft jede Fehlfunktion eines erfolgreich eingefiihrten HS Il Seal, welches die Blutung an der
Anastomose nicht ausreichend kontrolliert, um dem chirurgischen Personal das Vernahen der
Anastomose zu ermdglichen, trotz behutsamer Anpassung der Zugfeder nach der Einbringung der
Versiegelung und/oder Verwendung eines Blower Mister, einer Absaugung oder einer
Kochsalzlosungsspritze zum Reinigen der Anastomosestelle. Dieser Fehler umfasst die Feststellung
eines defekten oder beschadigten HS Il Seal durch den Kunden nach erfolgreicher Einbringung des
HS 1l Seals in die Aorta, die zu einer unzureichenden Hamostase fiihrt oder fiihren kann, sodass
das chirurgische Personal die Anastomose nicht abschlieRen kann, ohne das defekte HS Il Seal zu
entfernen.
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Die Ermittlung der Grundursache ist derzeit noch im Gange.

Gesundheitsrisiken

121

1.

Fehler bei der Beladung: Bei Verwendung gemaR der Gebrauchsanweisung des Gerats stellt ein HS
lIl Seal ohne Beladung kein direktes Risiko flir Patienten dar. Dieser Fehler kann jedoch zu einer
Verzogerung des chirurgischen Eingriffs flihren. Diese Verzdgerung kann von wenigen Minuten zur
Entnahme und Beladung einer neuen Versiegelung bis hin zu einer moglichen Umstellung von der
Verwendung des HS Il Seal zur Durchfiihrung der proximalen Anastomose auf die Verwendung
einer Aortaklemme zum Abschluss des Vorgangs reichen.

Fehlgeschlagene Einbringung: Wenn das geladene HS Ill Seal nicht aus der Einfihrvorrichtung
eingebracht werden kann, wurden die folgenden Verfahrensschritte bereits durchgefiihrt, was zu
einem potenziellen Risiko einer Patientenschadigung flihren kann. Wenn das geladene HS Il Seal
nicht aus der EinfUhrvorrichtung eingebracht werden kann, wurden bereits mehrere
Verfahrensschritte durchgefiihrt, was das potenzielle Risiko einer Patientenschadigung erhohen
kann.

e Die Aortotomie wurde angelegt.

e Das distale Ende des Schlauchs der Einfuhrvorrichtung wurde durch die Aortotomie
eingefihrt.

e Der Kolben der Einfihrvorrichtung wurde gedriickt oder es wurde versucht, ihn zu dricken.

o Die geladene HS Ill Seal konnte nicht erfolgreich vom distalen Ende des Schlauchs der
EinfUhrvorrichtung eingesetzt werden.

e Wenn die EinfUhrvorrichtung aus der Aortotomie entfernt wird, wird das HS Ill Seal nicht
platziert. Blutungen aus der Aortotomie missen durch Auflegen eines Fingers auf die
Aortotomie gestillt werden.

Die folgenden potenziellen Patientenschaden kdnnen auftreten:

e Verzogerung des chirurgischen Eingriffs: Entfernen des nicht platzierten HS Ill Seal, Offnen
einer neuen HS llI-Proximalversiegelung, Einlegen der Versiegelung in die Einfihrvorrichtung
und Einbringung des beladenen HS Il Seal in die angelegte Aortotomie (Verzogerung ohne
zusatzlichen Eingriff) vs. Entscheidung fiir die Verwendung einer Aortenklemme, um die
Anastomose abzuschlieen, da die Einbringung der Versiegelung fehlgeschlagen ist
(Verzogerung mit zusatzlichem Eingriff)

e Gewebeschiadigung: Kann durch das Platzieren eines geladenen HS Il Seal mit zu weit
geoffneter Spitze entstehen. Eine aufgeweitete Spitze hat einen gréReren Durchmesser als der
distale Schlauch der Einfiihrvorrichtung. Das Einsetzen einer beladenen Versiegelung mit
aufgeweiteter Spitze kann zu einer Schadigung des Aortotomiegewebes fiihren. Wird beim
Einsetzen der betroffenen Versiegelung mehr Kraft aufgewendet, besteht die Gefahr einer
Rickwandbildung in der Aorta wahrend des Einflihrens. Gewebeschdaden kénnen auch beim
Entfernen der Einflihrvorrichtung aus der Aortotomie, beim Einsetzen eines zweiten HS Il Seal
mit Beladung in dieselbe Aortotomie und/oder bei der Umstellung auf die Verwendung einer
Aortaklemme zur Durchfiihrung der Aortotomie auftreten.

e Blutung: Es kann zu einem minimalen Blutverlust kommen, wenn die Einfiihrvorrichtung aus
der Aortotomie entfernt, die Blutung aus der Aortotomie manuell kontrolliert und ein Ersatz-
HS Il Seal eingeflihrt wird. Bei einer Gewebeschadigung kann ein groRerer Blutverlust
auftreten, der einen zusatzlichen Eingriff erfordert.
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o Embolisches Ereignis infolge zusatzlicher Manipulation der Aorta zur Behebung der
fehlgeschlagenen Beladung des HS Il Seal.

3. Keine ausreichende Hamostase durch die eingefiihrte Heartstring-Versiegelung: Wenn ein

eingesetztes HS Il Seal keine ausreichende Hamostase fiir chirurgisches Personal zur Fertigstellung
der proximalen Anastomose bietet, sind mehrere Schritte der Verwendung des HS Il Seal Systems
bereits abgeschlossen und kénnen das potenzielle Risiko einer Schadigung von Patienten erhéhen.
Die folgenden Verfahrensschritte werden bereits erfolgt sein.

e Die Aortotomie wurde angelegt.
e Das HS Il Seal mit Beladung wurde in die Aorta eingesetzt.

e Die Blutung aus der Aorta wird vom chirurgischen Personal als zu grof} fiir die Durchfiihrung
der Anastomose erachtet.

Die folgenden potenziellen Patientenschaden kdnnen auftreten:

e Verzogerung des chirurgischen Eingriffs: kann wie folgt eintreten:

O Zusatzliche operative Zeit, die fiir den Versuch aufgewendet wird, Anpassungen der
Versiegelung vorzunehmen, um die Hamostase durch das eingesetzte HS Il Seal zu
verbessern, das defekte HS lll Seal zu entfernen, ein neues HS Il Seal zu 6ffnen, das
Ersatz-HS 1l Seal zu laden und das geladene HS Il Seal in die erstellte Aortotomie
einzuflihren (Verzégerung des Vorgangs ohne zusatzlichen Eingriff)

o Das chirurgische Personal hélt es fir angebracht, fir den Abschluss der Anastomose
eine Aortenklemme zu verwenden, da das eingesetzte HS Il Seal fir keine
ausreichende Hamostase fiir den erfolgreichen Abschluss der Anastomose gesorgt hat
und entweder kein Ersatz-HS Il Seal verfligbar ist oder das chirurgische Personal
entscheidet, dass die Verwendung eines Ersatz-HS Il Seal in der jeweiligen Situation
nicht angebracht ist und eine Aortenklemme fiir den Abschluss der proximalen
Anastomose gemdaR der herkémmlichen chirurgischen Technik verwendet wird.
(Verzogerung des Vorgangs mit einem zusatzlichen Eingriff)

e Gewebeschddigung: Gewebeschaden konnen bei der Manipulation des betroffenen HS Il Seal,
bei der Platzierung eines zweiten HS Il Seal mit Beladung in derselben Aortotomie und/oder
bei der Umstellung auf die Verwendung einer Aortenklemme zur Fertigstellung der
Aortotomie auftreten.

e Blutung: Ein geringflgiger Blutverlust um das eingesetzte HS Ill Seal herum ist normal und bei
der Durchfiihrung der proximalen Anastomose mit einem HS Il Seal zu erwarten. Ein gréRerer
Blutverlust, der einen zusatzlichen Eingriff erfordert, kann auftreten, wenn eine Schadigung
des Aortengewebes auftritt, unabhangig von der Ursache.

e Embolische(s) Ereignis(se): infolge einer zuséatzlichen Manipulation der Aorta sekundar zur
Behebung des Ausfalls des HS Ill Seal, um eine angemessene Hamostase zu gewahrleisten.

Zwischen dem 1. Juni 2023 und dem 22. Juli 2025 erhielt Getinge die folgenden Beschwerden:
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274 Meldungen im Zusammenhang mit einer fehlgeschlagenen Beladung, was einer
Reklamationsrate von 0,386 % entspricht

96 Meldungen im Zusammenhang mit der fehlgeschlagenen Einfiihrung, was einer
Reklamationsrate von 0,135 % entspricht
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e 30 Meldungen im Zusammenhang mit unzureichender Himostase, was einer Reklamationsrate
von 0,042 % entspricht

Empfohlene AbhilfemalRhahmen

Getinge stellt die folgenden Anweisungen zur Verfiigung, um die vorstehend erwahnten Fehler zu
vermeiden/minimieren.

1. Ladeausfall der Heartstring-Versiegelung
a. Wichtige Hinweise:

i. GemaR der Gebrauchsanweisung des Produkts ist das HS Il Seal fiir das Beladen
und Entnehmen aus der Ladevorrichtung vorgesehen. AnschlieBend wird es
Uberprift und ggf. angepasst, um die erfolgreiche Beladung zu bestatigen, und
schlief8lich entriegelt, bevor jegliche Adventitia aus dem geplanten
Anastomosebereich entfernt und die Aortotomie angelegt wird. Die Beladung des
HS 11l Seal und die Bestatigung der erfolgreichen Beladung vor dem Anlegen der
Aortotomie minimieren das Risiko fiir Patienten, da die Aorta bis zur Bestatigung
der erfolgreichen Beladung des HS Ill Seals unbertihrt bleibt.

ii. Wenn die Beladung des HS Il Seal nicht wie vorgesehen erfolgt, sollte das Gerat
ausgetauscht werden.

b. Sovermeiden/minimieren Sie das Auftreten dieses Fehlers

i. Lesen Sie die Gebrauchsanweisung des Heartstring-Gerats vor der Verwendung
durch, insbesondere wenn Heartstring nicht routinemaRig verwendet wird.

ii. Beladen Sie das HS lll Seal, indem Sie die Schritt-flir-Schritt-Gebrauchsanweisung
des Gerats sorgfaltig befolgen.

iii. Uberpriifen Sie gemaR Abschnitt 4.3-4.5 der Gebrauchsanweisung die
ordnungsgemaRe Beladung des HS Il Seal in die Einflihrvorrichtung durch
Inspektion des beladenen HS Ill Seal nach dessen Beladung in die
Einflihrvorrichtung und Entnahme aus der Ladevorrichtung.

iv. Ein HS Ill Seal, das nach der Entnahme aus der Ladevorrichtung nicht
ordnungsgemaR Uberprift wird, kann wahrend der Einflihrung des HS Il Seal
versagen und zu Verletzungen von Patienten fiihren. (siehe Informationen zu einer
fehlgeschlagenen Einflihrung).

v. Die erfolgreiche Beladung des HS IIl Seal vor der Reinigung der Aortenadventitia
und dem Anlegen der Aortotomie fertigstellen.

C. Zuergreifende MalRnahmen bei ausbleibender Beladung des HS Il Seal.
i. Entsorgen Sie das defekte HS Il Seal.
ii. Halten Sie immer ein zweites HS Ill Seal bereit, um ein defektes Gerat zu ersetzen.
Beachten Sie die Gebrauchsanweisung des Gerats, um eine erfolgreiche Beladung
sicherzustellen.

2. Ausfall der Heartstring lll-Versiegelung bei der Einfiihrung in die Aortotomie
a. Wichtige Hinweise:

i. Stellen Sie sicher, dass das HS Il Seal wie vorstehend dargelegt ordnungsgemald in
die EinfUhrvorrichtung eingelegt wurde.
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ii. Nachdem Sie das geladene HS Ill Seal aus der Ladevorrichtung entnommen haben,
Uberprifen Sie das geladene HS Il Seal gemal den Abschnitten 4.3-4.5 der
Gebrauchsanweisung, um Folgendes sicherzustellen:

1. Das geladene HS Il Seal ist nicht gerissen.

2. Der Teil des HS lll Seal, der nicht in den Schlauch der Einfuhrvorrichtung
gelegt wird, ist nicht breiter als der Durchmesser des Schlauchs der
EinfUhrvorrichtung.

3. Die Enden der Zugfeder sind so ausgerichtet, dass sie beide proximalen
Rander des beladenen HS Ill Seal beriihren, wahrend die Versiegelung in
die Aortotomie eingefiihrt wird.

b. Sovermeiden/minimieren Sie das Auftreten dieses Fehlers:

i. Nach Bestatigung der erfolgreichen Beladung des HS Il Seal und Anlegen der
Aortotomie das geladene HS Ill Seal in die Aortotomie einsetzen, indem die in der
Gebrauchsanweisung des Gerats dokumentierten Schritte zur Einfihrung des HS IlI
Seal sorgfaltig befolgt werden.

ii. Kann das HS lll Seal nicht wie vorgesehen eingeflihrt werden, sollte das Gerat
ausgetauscht werden.

c. Zuergreifende Mallnahmen, wenn das HS Il Seal nicht erfolgreich in die Aorta eingefiihrt
werden kann.

i. Die Aortotomie mit dem Zeigefinger verschlieRen, um die Blutung zu kontrollieren.

ii. Ein zweites HS Il Seal 6ffnen. Das HS Il Seal gemaR Gebrauchsanweisung des
Gerats laden. Das HS Il Seal mit Beladung in die Aortotomie einfiihren und die
Anastomose gemall Gebrauchsanweisung abschlieRen.

iii. Wenn das Einsetzen des zweiten HS lll Seal in die Aortotomie nicht erfolgreich ist
oder das chirurgische Personal die Situation so beurteilt, dass die Verwendung
eines Ersatz-HS IIl Seal nicht moglich ist, eine Klemme zur teilweisen Okklusion auf

die Aorta setzen, um die Aortotomie zu isolieren, und die Anastomose gemaR der
herkdmmlichen chirurgischen Technik durchfihren.

3. Keine ausreichende Hamostase durch die eingefiihrte Heartstring lll-Versiegelung:
a. Sovermeiden/minimieren Sie das Auftreten dieses Fehlermodus:
i. Das geladene HS Il Seal immer sorgfaltig laden und prifen, um sicherzustellen,
dass es erfolgreich in die EinfUhrvorrichtung geladen wurde, bevor Sie die
Adventitia freilegen und die Aortotomie anlegen. (Siehe die direkt vorstehend
aufgefiihrten wichtigen Hinweise.)

ii. Die Heartstring Proximalversiegelung nicht bei Patienten mit einer dinnwandigen
Aorta verwenden.

iii. Bei Durchfiihrung einer Mehrfachanastomose sicherstellen, dass alle
Anastomosenstellen mindestens 1,5 cm voneinander entfernt sind, um eine
Hamostase zu gewahrleisten.

iv. Das HS Il Seal nicht vor dem Einsetzen in Losung einweichen.

b. Zu ergreifende MaRnahmen, wenn sich das HS Il Seal nach der Einfilhrung nicht 6ffnet
bzw. keine ausreichende Hamostase gewahrleistet.
i. Decken Sie die Aortotomie mit einem Zeigefinger ab und stellen Sie die Zugfeder
vorsichtig ein, um sicherzustellen, dass das HS Il Seal vollstandig eingefiihrt wurde.
ii. Beianhaltend mangelhafter Himostase:
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1. Entfernen Sie das eingesetzte HS lll Seal gemal} der Gebrauchsanweisung
des Gerats aus der Aortotomie.

2. Beladen Sie ein zweites HS Ill Seal und setzen Sie die beladene
Versiegelung gemal der Gebrauchsanweisung des Gerats in die
Aortotomie ein, um die Anastomose abzuschlieRRen.

3. Wenn das zweite HS Il Seal nicht erfolgreich ist oder das chirurgische
Personal die Situation so beurteilt, dass die Verwendung eines Ersatz-HS llI
Seal nicht moglich ist, eine Klemme zur teilweisen Okklusion auf die Aorta
setzen, um die Aortotomie zu isolieren, und die Anastomose gemal der
herkdmmlichen chirurgischen Technik durchfihren.

Von Kund-/innen zu ergreifende MaRnahmen
Getinge bittet Sie, die folgenden Mallnahmen zu ergreifen:

1. Bitte leiten Sie diese Mitteilung an alle Personen in lhrer Organisation weiter, die darlber
informiert werden missen, oder an alle Organisationen, an die betroffene Produkte
weitergegeben wurden.

Weitere Informationen

Getinge leitet diese Informationen an die zustandigen Aufsichtsbehdrden weiter.

Wir bedauern etwaige Unannehmlichkeiten, die IThnen hierdurch entstehen. Wir setzen uns fiir die
Patientensicherheit ein und danken lhnen, dass Sie sich dieser Angelegenheit umgehend angenommen
haben. Wenn Sie Fragen zu dieser Mitteilung haben, wenden Sie sich bitte an Ihre Getinge-Vertretung
oder den Getinge-Kundendienst.

Mit freundlichen GrifRen

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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Huepopnvia KOATOOKEUNG: arno tig 7 Maprtiouv 2024 €wg ofpepa

A&LoTiuE Slaxelploth Kwdivou,

OKOTIOG TNG MapoUoaC EMIOTOANG Elval va oag evnUEPWOEL OTL N Maquet Cardiovascular, Buyatpikn tng

Getinge, ekbidel emeiyovoa SO0pOBwon tou LatpoteXVoAoyLlkol Tpoidovtog Eyyug clotnpa odppaylong

Heartstring Ill (mwpa HS 1), 20pdwva pe ta apxela pag, £xete AaPel £va n meplocotepa ennpealdpeva

LOTPOTEXVOAOYLKA TIpoidvTa Ta omoia adopd n mapoloa koworoinon.

Nepwypadn Tou npofARpaToC

‘Exouv evtomLoTel TPELC KUPLOL TPOTIOL aoTo)LaC.

1.
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Anotuyia slocaywyng nwpatog : To Intnua adopd omotadnimote BAABN Tou mMPOIOVTOC TTOU
TIPOKUTITEL KATA TN Stdpkela tng teTpaBabuiag dtadikaoiag eloaywyng He xpnon g datagng
£loaywyng Heartstring, TNV oMK eMOEWPNON TOU EMITUXWE El0AYUEVOU TIwpatog HS I kal to
EekAeldwpa g lataéng sloaywyng LETA TNV EMITUXH OAOKANPWON TWV PNUATWY ELOAYWYHG TOU
nwpatog HS 11,

Anotuxia avamtuéng tou mwpato¢ Heartstring otnv aoptoun: To MPOoBAnua adopd ya
omoladnmote aotoyia tou mwuatog f/kat tng Statafng swoaywyng HS Hll amod tn otyun mou n
Satagn eslwoaywynes EfekAeldbwvetal pe emtuyio €wg Otou to Twpa HS 1l tomoBetnBel
g€ohokAnpou otnv aoptn Kal adalpebolv OAa Ta e£apTraTO TOU €yyUG MwaTog (iva, ehatiplo
TAONC, CWHA TWHATOC, BNALA oTepEWwoNC) amo tnv Sldtasn eLoaywyng.

To aventuypévo nmwpa Hearstring 8ev mapéxel emapkny owpudoctacn: to nmpoPfAnua adopd

omoLadAMOTE AoTUXla TOU EMTUXWG OVEMTUYEVOU TIWHaTOG HS 11l va apExel emapkn EAeyX0 TNG

alpoppaylag oTo onUELo TNG OVAOTOUWONG YLOL TNV EKTEAECN AVOOTOUWTLKNG cuppadng, mapd T

Aertr) pUBULON Tou ehatnpiou TAONG UETA TNV AvATTTUEN Tou WHATOC f/Kal tn xprion Yekaothipa

UE ovepLlothpa, ovappodnonc r olplyyag pe ducloloylkd opod yla Tov Kabaplopod Tou onueiou
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NG avaoTopwong. Auti n actoyia meplhappavel emiong thv mepimtwon Omou o MeAATng evtomilel
£va EAATTWUATLKO 1 KOTESTPAPUEVO TwHa HS Il petd tnv emtuyn €kmtuér Tou otnv aopth, Omou
n actoyio £xel w¢ amotéAeopa/unopel va odnyrnosL 0 OVEMAPKN ALHOOTAoN TOU eUMOSilel Tov
XELPOUPYO VA OAOKANPWOEL TNV OVOCTOUWGN XWPLG vl ApaLPECEL TO EAATTWHATIKO Ttwpa HS 1.

AuTH tn otwyun Bploketal og e€€EALEN Epeuva TWV KUPLWV ALTIWV.

Kivéuvol yia tnv vysia:
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1.

Anotuyia ekkivnong: Otav to mwpa HS 1l xpnowuomnoleital cupdwva pe Tig 0dnyieg xprnong (IFU)
TOU LOTPOTEXVOAOYLKOU TIPOIOVTOC, N N €lo0ywyr Tou 8ev amoteAel dpeco kivduvo yla Tov
aoBevn. Qotdoo, n anotuyia pnopel va odnynoel oe kaBuoTéPnon TG XELPOUPYLKAG eMEUBaonG.
H kaBuotépnon Umnopel va KUPAIVETAL amo PEPLKA AEMTA TTOU amaltouvTal yla tnv adaipeon Kat
TNV €l0ayWwyn €VOG VEOU MWUATOC £w¢ TNV TBavn petaBoon amnod tn xpron tou nwpatog HS I yia
TNV eKTEAEON TNG gyyUG OVAOTOUWGNG OTN XPRON EVOC aopTKoU odLyKTrpa yLa TNV oAokAnpwaon
™¢ Stadikaoiog.

Anotuxia avamtuéng: Edv to avemtuyuévo mwpo HS Il dev €edumAwBel amd tnv Sdtaln

£loaywyne, ta akolouBa SladikaoTikd Brpata €xouv dn ektedeotel kat evdéxetal va cuBaAouv

otov Tbavo kivéuvo BAABNE tou acBevouc. Edv to avemtuypévo nwpo HS 1l v avamntuxbel ano

v Sataén slocaywyng, Ba £xouv AON ektedeotel apkeTd SLASIKAOTIKA BrlaTa IOV EVOEXETAL VA

auénoouv Tov Bavo kivéuvo BAGPNC tng uyeiag tou acBevouc.

e 'EXelL eKTEAEOTEL aOpTOTOUN).

e  To mepldeplkd AKPO TOU cwANVa TG Statagnc eLcaywyng LoAXOnNKe amo TNV AoPTOTOWUN.

e To €uPolo tng dLataéng sloaywyng EXeL TLEOTEL 1 £XEL YIVEL TpooTtABEL VL TILECTEL.

e To sloayopevo mwpo HS Il Sev pe emtuxia amd 10 Amw GKPO TOU CwARva NG dataéng
ELOAYWYNG.

e Metd tnv adaipeon Tng SLdtatng eloaywyng amod TNy aopth, To Twpa HS 11l Sev Ba avoifel kat
Bo MPEMEL VO OTAPATNOETE TNV dlpoppayic amod tnv aoptr Balovtag To SAXTUAG coC¢ MAVW
amo TNV 0opTH.

Mmopel va mpokAnBouUv oL akdAouBeg BAABeC otV uyeia Tou acBevoug:

o KaBuotépnon XeWPOUPYLKAG eMEUPaonG: adaipeon Tou PN AvVANTUYHEVOU Twatog HS I,
avolypa evog véou gyyl¢ mwpatog HS 1ll, eloaywyn Tou MWPOTog otn Slatan eLoaywyngs Ko
£l0aywyn TOU aVaTTTUYpEVOU Twatog HS 1l atnv dnuioupynuévn aopth (kabuotépnon xwpig
MepALTEPW TapEUPacn) Evavil anodacns Xprons aopTikol odLyKTRpa yla TNV oAoKARpwon
NG OVACTOMWONG €MELO TO Qvamtuypévo Twpa &ev avamtuxOnke (kabBuotépnon Ue
TEPALTEPW TtAPEUPAON).

e  BAGPnN totwv: evbExeTal va mpokAnBei BAGBN otoug Lotolg Adyw TNG OVATTUENG TOU TTWHLATOC
HS Ill, to omoio eivat Sieupupévo otnv akpn. H Sievpupévn akpn Ba €xel Slapetpo
MeyaAUTEPN Ao TOV AmnMw ocwAnva tng Slatagng sloaywyns. H avamtuén evog sloayouevou
TIWHATOC Ue SLlEUPUUEVO AKPO MUMOPEL va TpokaAéoel BAABN otoug LoTtoUG oTo onpelo g
ooptopiag kai, €dv xpnowuomnolnBel umepPfoAikry SUvAUn yla TNV OVATTUEN TOU TWATOC,
UTapXeL TBavog kivbuvog TpaupaTtIonoU oTo omioBlo 0opTIKO TolXWHA KATA TNV avArTuén.
BAABNn otoug Lotoug pmnopel eniong va mpokAnBel katd tnv adaipeon tng Slataéng eLoaywyns
anod TNV aoptopia, tnv avamtuén plag dsutepng odppdylong HS Il mou ewodyetal otnv dla
aoptopia A/kal TNV avaykn HeTaBacng otn xpron aoptikoly odLyKTpa ylo tnv oAokAnpwaon
NG aopTopiag.

e Awpoppayia: EAdylotn anwlela aipatog propei vo cupPei katd tnv adaipeon tng datagng
ELOQYWYNG OO TNV QLOPTOWLA, TOV XELPOKIVNTO €AEYXO TNG aloppaylag amod TNV AopToMia Kot
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™V edappoyn Tou aviaAaKTikoU wpotog HS Il MeyaAUtepn anwAela aipotog, mou anattel
poOoBeTn mapéuPaocn, pnopet va cupBei edv mpokAnBet BAABN otoug LoTolC.

e  EuPoAko ouppav Aoyw MPOcBETOU XELPLOUOU TNG QOPTAG yla TNV eniAuch Tou PoPARLATOC
anotuxlog eloaywyng nwpotog tou HS Il

3. To aventuypévo nwpa Heatstring 8ev mapéxeL emMapkn aipootaon: EGv To avamtuyuévo W
Tou HS Il 8ev mMopEXel emapkr AULOOTACN WOTE O XELPOUPYOC va OAOKANPWOEL TNV &gyyug
OVOOTOUWON, OpLopéva PrApata Tou oXeTi{ovial Pe TN XPron Tou cUoTHHOTOC Mwuatog HS il
£€xouv n&n oAokAnpwOel kal auto pmopel va avénoel tov mbavo kivéuvo BAGRNG tou aocBevouc.
Y€ aUTO To onpeio, ta akdAouBa Bripata Ba £xouv NN ekTeAeoTEL:

o AlevepynBnke n aoptotoun.

o To nwpa HS Il avamntuxbnke otnv aopty.

e O xelpoupyog Bewpel OTL n awoppayia and tnv oopth eival moAl cofapn mapd va
SlevepynoeL avaoTOUWOoN.

Mropel va mpokAnBouUv oL akdAouBeg BAABEC otnv uyeia Tou acBevolg:

o KaBuotépnon XEPOUPYIKAG ENEUPAONG: UITOPEL va TiPpoKU el akoAoUOWC:

o Anoauteital emutAéov xpovog eméuBoaong ylwa tnv mpoondbela Tpomonoinong tou
MIWHATOC Lo BeATiwon TNG ALLOOTAONG XPNOLLOTIOLWVTAG TO EL00yYOUeVo mwpa HS I,
v adaipeon Tou eAattwpatikol twpatog HS 1lI, to avolypa evog véou mwpatog HS
I, tTnv elwoaywyr &voc avtaAlaktikol mwpato¢ HS 1l kot tnv eloaywyr Tou
TposToLaopévoU Ttwpato¢ HS Il otnv dnuloupynuévn aoptr (KaBuotépnon tng
Sladlkaolog xwplic mepattépw napeuBaon).

o O xelpoupyog Bewpel KATAAANAOTEPO VA XPNOLUOTIOOEL AOPTLKO OhLYKTAPA yLa TV
oAoKANpWGN TNG AVOOTOUWONG, €MELSH TO AVeMTuypévo Ttwpa HS Il Sev mapéxel
ETOAPKN OLUOOTACN Yla TNV OAOKANPWON TNG AVOOTOMWONG Kal eite Sev eival
Slo0éoo €va avraAloktikdo mwpa HS 1l elte o xewpoupyodg amodaocilel OtL n
KOTAOTOON OV ETUTPEMEL TN XPAON AVIAANAKTIKOU wpatog HS Il kat xpnoltomnolet
€vav  0O0pPTIKO odlykTnpa vyl va  OAOKANPWOEL TNV €yyUuG OVOOTOUWON
XPNOLLOTIOLWVTAG Hla  TAPadooLaK XEWPOUPYLK TexVikh. (Kabuotépnon uiag
napéupaonc Ke pa GAAn mapépupaon.)

e BAaBn wtwv:Mnopet va TmpokAnBel BAGBn oOTOUG LOTOUC KATA TOV XELPLOPO TOU
npooBePAnuévou mwpatog tou HS I, katd thv avamtuén evog eutepou mwuotog tou HS Il
otnv 6o aoptotoun rn/Katl Katd tTnv oAhayr o 0opTikd obLyKTHPA yLa TNV OAOKARpWGN TNG
0OPTOTOMNG.

e Awpoppayio: Mo pikpr anwAsla aipatog yupw omd To avemTuypévo wpa tou HS I eival
dUGLOAOYIKN KAl ElVOL AVOEVOREVN KATA TNV EKTEAECH EYYUC AVAOTOUWONG XPNOLLOTIOLWVTOG
nwpa HS 1. MeydAn onwAelo oipatog mou amaltel mpocOetn mapspBacn pmopel va
npokUP el Aoyw BAABNG TwV LOTWY, aveEdptnta omd TNV aLtia tne.

o EuPBoAké cupBav: MNpokUmTel AOyw TEPATEPW XELPLOMOU TNG QOPTAG WG ATMOTEAECHA TNG
eniAuong pLag BAABNC 6tav to mwpa tou HS I Sev mapéxel emapkn alpootacn.

Ao v 1n louviou 2023 €wc T 22 louAiou 2025, n Getinge éAaBe TIC akOAOUOEC KATOYYEALEG:
e 274 avadopig adopoloav amotuxieg avamtuéng, mou napouoldlouv 0,386 % TwV KoTayyeALWV.

e 96 avadopég adopoloay AmoTuxleg avantuéng, mou napouactdlouv 0,135 % Twv KATAYYEALWV.
* 30 avadopEG OXETLKA LE OVETAPKNA ALLO0TACN, TIoU Ttapouctalouv 0,042% twv KaTayyeALlwy.
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ZUVIOTWUEVO PETPA KO BALLOTO LETPLACHOU:
H Getinge mapéxel Ti¢ akolouBec odnyieg ylwa tnv amoduyn/ehayiotonoinon twv PAaBwv TOU
Tieplypadovtal mapanavw.

1. Anotuxia avantuéng nwpatog Heartstring
a. ZNUAVTLKA urtevBUuLon

i. OuL odnyleg xpnong tng ouokeung avadpépouv OTL To Mwpa HS Il mpémel va
gloayetol kot vo adalpsital and tn ddtafn ewoaywyng, otn CUVEXELD va
ermBswpeltal kat va puBuiletal edv elval amapaitnto yla va eniBefalwvetal n
ETUTUXNAG ELOAYWYH KAl 0T CUVEXELA va EeKAeldwveTal TipLv amd tnv adaipeon tou
€€w YITwva amo To OTOXeUUEVO onpeio avaotopwong kat tn Snuoupyla tng
0opTopne. H eloaywyn tou nwuatog tou HS Il kat n emPeBaiwon tng entuyoug
El0AyWYNC TPV amo tn dnploupyia TNG aopTounG EAAXLOTOMOLEL TOV Kivouvo yla
Tov agBevn), eneldn n aopth MAPAUEVEL ABIKTN LEXPL va emBeBalwBel n emituxng
£loaywyn Tou mwpotog tou HS Il

ii. EQv n TPOYPOUUOTIOHEVN E€l00ywyr] Tou Twpoto¢ HS 1l amotuxel, To
LOTPOTEXVOAOYLKO TIPOTOV Bal TIPEMEL VO AVTIKATAOTAOEL.

b. Nwgva amodpuyste autrv TV amotuyia / vo EAaXLOTOTOLAOETE TNV EUPAVIOT TNC.
i. AlaBaote tIg 0dnyieg xpriong tou Heartstring mpwv and tn xpron, €8IKA €&V TO
Heartstring §gv xpnolomoLeital TAKTIKA.

ii. Koatd tnv eloaywyn tou nwpotog HS I, mpoxwpnote e pocoxr Kat akohouBnote
O\ Ta Bripata mou neplypdadovtal otig odnyieg xpriong. (IFU).

iii. ZUpudwva pe tic odnyieg otnv evotnta 4.3-4.5 twv 08nylwv xprong, eAéyéte OtTL TO
kamakt HS 1l éxel ewoaxPel ocwotd otn 6wdtafn elocaywyng, €Agyxoviog To
tomoBetnuévo kamadkt HS 1ll adou to tonobetroete otn Sldtan eloaywyng Kal To
adatlpéoete anod tn SlATaln eLlcaywync.

iv. To mwpa HS Il mou &ev éxel eleyxBel owota peta tnv adaipeor) Tou amo In
Slataln swoaywyng svéxetal va mapouolaost BAAPN KaTtd TNV avamtuén kal va
TIPOKAAECEL TPAUMATIONO otov acBevr). (Aeite mAnpodopileg OXeTkA He TNV
armotuyia avantuénc).

v. OMlokAnpwote pe emutuxia tnv eloaywyn tou mwpotog HS 1l mpwv tov kaBaplopd
NG EEWTEPLKAG EMLPAVELOG TNG QOPTIKAG EMLPAVELAG KaL TN SnLoUpYLla AOPTOMNG.

c. Métpa nou mpénel va AndBolv oe Tepimtwon mou To Mwa Tou HS amotuxeL Katd tny
avarnrtuén.
i. Amoppiyte t0 kamakt HS Il tou 6ev elodxOnke.

ii. Na €xete mavta €towun €va 6eutepo mwpa HS Il yia va avtlkatooTthoste v

eAaTTwHATIK ouokeun. Mo TV €mtuyn) sloaywyr, okoAouBrjote Tig odnyleg

xenong.
2. Amnotu)ia avantuéng nwpatog Heartstring otnv aopti
a. Xnuavtikn umevBouLon:

i. BePalwbdeite otL To mwpa HS Il £xel tomoBetnOel cwaotd otn cuokeun edopuoyng,
OMWG ovadEPETaL OTNV ApAMAvVw mapaypado.

ii. Adol adalpéoete 10 eloayuevo wpa HS Il and t ddtatn eloaywync, eAéyEte to
gloaypévo nwpa HS 1l cupdwva pe tig Odnyleg xpriong, evotnteg 4.3.-4.5, yua va
BeBalwbeite otL:

1. To swoaypévo nwpa HS 1l Sev eival paylopévo.
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2. To pépog tou mwpatog HS Il tou dev elodyetal otov cwAnva tng Statagng
gloaywyng Sev sivat euplTEPO Ao TN SLAUETPO TOu cWANRvVa TG Stataéng
ELOAYWYNG.

3. BePawwBeite OTL T AKpa TOU gAatnpiou TAoNC sival eUBUYPOUULOUEVO
£10L woTe va edarmnrovrtal kot ota SUo gyyug dkpa tou mwpatog HS Il katd
TNV ELOaywyr otnv aoptn.

b. MNw¢va anodplyete autnVv TV anotuyia / va EAaXLOTOMOLCETE TV UdAVLON TNC.

MOALG eTuPePalWoETe TNV EMLTUXN El0Aywyn Tou Mwpatog HS 1 kat th dnuoupyia
00pTOMNG, avamtuéte to eloaypévo mwpa HS Il otnv aopt. AkolouBnote
TMPOCEKTIKA TN dladikacia avamtuéng tou nmwpatog HS Il mou meplypadetal otig
Obnyieg xpriong.

Eav to mwpa HS Il dev avamtuxBel OMwg avapéveTal, TO LOTPOTEXVOAOYLKO TIPOioV
Ba mpémel va avtikataotoOet.

c. Métpa mou mpémnet va AndBouv edav 1o nwpa tou HS Il Sev avamtuyxBel emttuywg otnv

aopTh.
i.

Xpnolpomolnote tov 8elktn oag yla va KAEIOETE TNV AOPTOUN KOl VO OTOOTIOETE
TNV alpoppayia.

Avoifte to deUtepo wpa HS Ill. Eloayayete To mwua cUUdwvA LE TIC 08NnyLeC OTIg
Obnylec xpnonc. Ewoaydyete to elwoayopsvo mwpo HS 1l otnv aoptoun Kat
okoAouBnote TIg 08nyleg xpriong yla va OAOKANPWOETE TNV AVACTOUWON.

Edv n tomoBétnon evog devtepou nwpartog HS 1l otnv aoptr) Sev eival emtuxng n
€AV 0 XELPOUPYOC KPLVEL OTL N KATAOTAON SV ETUTPEMEL TN Xprion evog edpedplkol
nwpatog HS 1ll, tomoBetel £vav adpLyktripa LEPLKNG amodpaéng oTnv aoptn yLo vo
QIOMOVWOEL TNV 0OPTA KAl VO  TIPOYHUOTOTOWCEL TNV OVAOTOUWON
XPNOLLOTIOLWVTAG TIAPASOCLAKES XELPOUPYLKES TEXVIKEG.

3. To aventuyuévo nwpa Heatstring 8gv mopéxeL emapkr) alpootaon:
a. I'qu va anodUyeTe autAv T anotuxic / va eAaXLOTOMOLAOETE TNV EUAVION TNG:

iv.

MPayUOTOTOLOTE TIPOOEKTIKO £AEYXO KATA TNV €loaywyn Tou mwpatog HS I,
KOBWE KOl PETA TNV €loaywyn, v va eTUPBEPALWOETE TNV ETUTUXN ELCOYWYN TOU
nwpatog HS 1l otn Sudtagn swoaywyng mpwv Kobaploete ToV AopTIKO £Ew XLITWva
Kall tpoPeite otnv aoptoTtoun. (BA. MOpATIAVW CNUAVTLIKEG TIPOELOOTIOLHOELS).

Mnv Xpnoluomnoleite To oclOTNUA €yYUG MWKUATOG Heartstring oe aocBevr) pe aoptn
pe AemTo TolywuL.

Otav ekteleite TOMOAMAEC avaoTopwoel, PePalwbBeite OtL OAeg oL Bfoslg

QVOOTOUWOEWV ATEXOUV ToUAAGxLoTov 1,5 cm petaly toug yia va Stoodalioste tnv
alpdotaon.
Mnv gpmnotioste to mwpa HS 11l og StdAupa mpLy To ovamtuEeTe.

b. Métpa mou npénet va AndBoulv edv to mwpa tou HS Il Ssv avoifel/Sev mopéxel emopkn
olpootoon LETA TV avantuén.

KAelote tnv aoptr pe Tov Seiktn coC Kal pUuBUIOTE TPOCEKTIKA TO EAATAPLO TAONG
yla va BeBalwdeite otL to mwpa HS 11l el avamtuxBei mARpwg.
EGQv n avemapkng aluOoTaon EMUEVEL:
1. Adaipéote to avemtuypévo mwpa HS Il and tnv aoptr cUpdwva PE TG
odényieg otig O8nyieg xpnong.
2. Ewayayete 10 devtepo nwpa HS Il kot avamtifte To eL0ayOUeVO WA
otnv aoptotoun ocUpdwva pe TG odnyieg otg Odnyieg xprong Kot
OAOKANPWOTE TNV OVACTOUWON).
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3. Eav n tomoBétnon evog deltepou mwpatog HS Il otnv aoptr Sev ival
ETUTUXNAG N €AV O XELPOUPYOC KPIVEL OTL N Kotaotoon Sev EMITPEMEL TN
xpnon evog epedpikol mwpatog HS 1lI, tomoBbetel Eévav odlyktipa LEPLKAG
anodpatng otnv aoptr Yyl VA QMOUOVWOEL TNV aOopPThH Kol va
TIPAYUOTOTOLOEL TNV OVAOTOUWON XPNOLUOTIOLWVTAC TtaPOSOCLAKES
XELPOUPYIKEC TEXVLKEG.

Métpa ou AapBdavovtal and tov neAdtn
H Getinge amattel va Adpete Ta akoAouBa pétpa:

1. BeBoawwbeite 6TL awtd To pAvupa Ba StopPaoctel oe 6Aa T ATopa MoU Xpelalovial AuThV TV
glbomnoinon eviog Tou opyaviopoU co¢ 1 O£ omolovdnmote AANO OopyavioUO OToV omoio €Xouv
petadepbel oL emnpealOUEVEC CUOKEUEG.

SUUANPWHOTIKEC TAnPOodOopiEC

H Getinge &laBipalel autr thv Anpodopla oTIC aprOSLEC PUBULOTIKEG PXEG.

ZNTAUE OCUYYVWUN YloL TNV Omola TaAoumwplo propel va TPoKoAEcsl autd To TPOPAnua. H
Datascope/Getinge pepluvd yia TNV aodAAela Twv acBEVWV Kal EKTIUA TNV GUEON QVTOTOKPLOH 0aC OTO
B£ua auto. Eav £€xeTe omoLECOATIOTE EPWTNOELG OXETIKA HE TNV Tapoloa €lbomoinon, EMLKOWVWVHOTE UE
TOV eKTIpOCoWTO TNG Getinge 1 tnv EEunnpétnon Nelatwv tng Getinge oto 1-888-880-2874, amnod Asutépa
£wc¢ Napaokeun, amo 8:00 m.p. péxpt 5:00 p.u. (wpa Elpnvikov).

Me ektipunon,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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Hong Kong (en)

August 2025
Field Safety Notice
Heartstring 1l Proximal Seal System
Reference Number: 1336551
Model Number uUDI Model Name Serial/Lot Numbers

HS-3045 HSK-3038 00607567700307
HSK-3043 00607567700314 Heartstring Il Proximal Seal System All Unexpired Lots

00607567700321
Distribution Dates: July 1, 2024 - Present
Manufacturing Dates: March 7, 2024 - Present

Dear Risk Manager,

The purpose of this letter is to advise you that Maquet Cardiovascular, a subsidiary of Getinge, is
issuing an Urgent Medical Device Correction for the Heartstring Il Proximal Seal System (HS Il
Seal). Our records indicate that you have received one or more of the affected devices that are
affected by this notification.

Issue Description

Three primary failure modes have been identified.

1.

Failure of the Heartstring Seal to Load: This failure applies to any malfunction of the
device that occurs during the four-step loading process using the Heartstring Loading
Device, the visual inspection of a successfully loaded HS Il Seal, and unlocking the
Delivery Device upon successful completion of the HS Ill Seal loading steps.

Failure of the Heartstring Seal to Deploy into the aortotomy: This failure applies to any
malfunction of the HS Il Seal and/or Delivery Device from the time the Delivery Device is
successfully unlocked to once complete delivery of the HS Il Seal into the aortotomy and
all contents of the Proximal Seal (the Tether, Tension Spring, Seal Stem, Anchor Tab) have
exited the Delivery Device.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: This failure
applies to any malfunction of a successfully deployed HS Ill Seal that does not adequately
control bleeding at the anastomotic to allow the surgeon to perform suturing of the
anastomosis, despite gentle adjustment of the Tension Spring after Seal deployment
and/or the use of a blower mister, suction, or saline syringe to clear the anastomotic site.
This failure includes customer identification of a defective or damaged HS Il Seal
following successful deployment of the HS Ill Seal into the aorta that results/or may result
in inadequate hemostasis that prevents the surgeon to complete the anastomosis
without removing the defective HS Ill Seal.

Root cause investigation is ongoing at this time.
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Risks to Health

1. Failure to Load: When used in accordance with the device Instructions for Use (IFU), a HS llI
Seal that fails to load does not pose a direct risk to the patient. However, this failure may
lead to a delay in the surgical procedure. This delay can range from a few minutes to
retrieve and load a new Seal, to a potential conversion from using the HS Ill Seal to
perform the proximal anastomosis to employing an aortic clamp to complete the
procedure.

2. Failure to Deploy: When the loaded HS Il Seal fails to deploy from the Delivery Device,
the following procedural steps have already been performed and may contribute to the
potential risk of patient harm. If the loaded HS Ill Seal fails to deploy from the Delivery
Device, several procedural steps will have already been completed which may increase the
potential risk of patient harm.

e The aortotomy has been created.

e The distal end of the Delivery Device Tube has been inserted through the aortotomy.

e The Plunger of the Delivery Device has been depressed, or an attempt has been made to
depress it.

e Theloaded HS Il Seal has not successfully deployed from the distal end of the Delivery
Device Tube.

o When the Delivery Device is removed from the aortotomy the HS Il Seal will not be
deployed and bleeding from the aortotomy will need to be controlled by placing a
finger over the aortotomy.

The following potential patient harms may occur:

e Surgical procedure delay: to remove the non-deployed HS Il Seal, open a new HS Il
Proximal Seal, load the Seal into the Delivery Device, and deliver the loaded HS Ill Seal
into the created aortotomy (delay without additional intervention) vs. the decision to
use an aortic clamp to complete the anastomosis because the loaded Seal failed to
deploy (delay with an additional intervention)

e Tissue damage: may occur as a result of deploying a loaded HS Il Seal that is flared at
the tip. A flared tip will have a diameter that is larger than the distal Delivery Device
Tube. Deploying a loaded Seal that has a flared tip can cause aortotomy tissue damage
and if greater force is used to deploy the affected Seal there is a potential risk of
backwalling the aorta during insertion. Tissue damage may also occur during removal
of the Delivery Device from the aortotomy, deploying a second loaded HS Il Seal into
the same aortotomy, and/or needing to convert to use of an aortic clamp to complete
the aortotomy.

o Bleeding: minimal blood loss may occur when removing the Delivery Device from the
aortotomy, controlling the bleeding from the aortotomy manually, and delivering a
replacement HS Ill Seal. Greater blood loss, requiring additional intervention, may
occur if tissue damage occurs.

e Embolic event resulting from additional manipulation of the aorta to address the HS llI
Seal loading failure.

3. Failure of the deployed Heartstring Seal to provide adequate hemostasis: When a
deployed HS Il Seal fails to provide adequate hemostasis for the surgeon to complete the
proximal anastomosis, several steps of the HS Ill Seal System use have already been
completed and may increase the potential risk of patient harm. The following procedural
steps will have taken place.
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e The aortotomy has been created.
e Theloaded HS Il Seal has been deployed into the aorta.
e Bleeding from the aorta is deemed by the surgeon too great to perform the anastomosis.

The following potential patient harms may occur:

e Surgical procedure delay: may occur as follows:

o Additional operative time taken to attempt to make Seal adjustments to
improve hemostasis by the delivered HS Ill Seal, remove the defective HS Il
Seal, open a new HS lll Seal, load the replacement HS Il Seal, and deliver the
loaded HS Il Seal into the created aortotomy (procedure delay without
additional intervention)

o Surgeon deems it most appropriate to use an aortic clamp to complete the
anastomosis because the deployed HS Il Seal failed to provide adequate
hemostasis to complete the anastomosis and a replacement HS Il Seal is not
available or surgeon preference determines the situation does not allow for
use of a replacement HS lll Seal and an aortic clamp is use to complete the
proximal anastomosis per traditional surgical technique. (procedure delay with
an additional intervention)

e Tissue damage: Tissue damage may occur during manipulation of the affected HS llI
Seal, during Seal deployment of a second loaded HS Il Seal into the same aortotomy,
and/or needing to convert to use of an aortic clamp to complete the aortotomy.

e Bleeding: A small amount of blood loss around the deployed HS Il Seal is normal and
expected while performing the proximal anastomosis using a HS Ill Seal. Greater blood
loss requiring additional intervention may occur when aortic tissue damage occurs,
regardless of the cause.

e Embolic event(s): resulting from additional manipulation of the aorta secondary to
addressing the HS Il Seal failure to provide adequate hemostasis.

Between June 1, 2023, and July 22, 2025, Getinge received the following complaints:
e 274 reports related to failure to load, representing a complaint rate of 0.386%
e 96 reports related to failure to deploy, representing a complaint rate of 0.135%
e 30reports related to inadequate hemostasis, representing a complaint rate of 0.042%

Recommended Mitigations and Actions

Getinge is providing the following instructions to avoid/minimize the failures discussed above.

1. Failure of the Heartstring Seal to Load
a. Important reminders:

i. Perthe device IFU, the HS Il Seal is intended to be loaded and removed
from the Loading Device, then inspected and adjusted if necessary to
confirm successful loading and finally unlocked prior to clearing any
adventitia from the planned anastomotic area and creating the aortotomy.
Loading the HS Il Seal and confirming successful loading prior to creating
the aortotomy minimizes risk to patients because the aorta remains
untouched until confirming successful loading of the HS Ill Seal.

ii. If the HS Il Seal fails to load as intended, the device should be replaced.

b. How to avoid/minimize occurrence of this failure
i. Review the Heartstring device IFU prior to use, especially if Heartstring is
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not used on a routine basis.

ii. Load the HS Il Seal by carefully following the device step-by-step
Instructions for Use (IFU).

iii. Per Section 4.3-4.5 of the IFU, confirm the HS Ill Seal has been properly
loaded into the Delivery Device by inspecting the loaded HS Il Seal
once the HS Ill Seal has been loaded into the Delivery Device and has
been removed from the Loading Device.

iv. A HS Il Seal that is not properly inspected after removal from the
Loading Device may fail during HS Il Seal Deployment and cause
patient harm. (see information relating to Failure to Deploy).

v. Complete successful loading of the HS Il Seal prior to cleaning the
aortic surface adventitia and creating the aortotomy.

a. Action to be taken if the HS Il Seal fails to load.

i. Discard the failed HS Il Seal.

ii.  Always have a second HS Ill Seal available to replace a failed device. Refer to
the device IFU to ensure successful loading.

2. Failure of the Heartstring lll Seal to Deploy into the aortotomy
a. Important reminders:

i. Ensure the HS Il Seal has been properly loaded into the Delivery Device as
described in the section above.

ii. After removing the loaded HS lll Seal from the Loading Device, inspect the
loaded HS Il Seal, according to IFU Sections 4.3-4.5, to confirm the
following:

1. The loaded HS lll Seal is not cracked.

2. The portion of the HS Il Seal that is not loaded into the Delivery Device
Tube does not flare wider than the Delivery Device Tube diameter.

3. The Tension Spring ends are aligned such that they will contact both
proximal edges of the loaded HS Ill Seal during Seal delivery into the
aortotomy.

b. How to avoid/minimize the occurrence of this failure:

i. After confirmation of successful HS Il Seal loading and creation of the
aortotomy, deploy the loaded HS IIl Seal into the aortotomy by carefully
following the steps for HS Il Seal deployment documented in the device
IFU.

ii.  Ifthe HS Il Seal fails to deploy as intended, the device should be replaced.

c. Action to be taken if the HS Il Seal fails to successfully deploy into the aorta.

i. Occlude the aortotomy to control bleeding using an index finger.

ii. Openasecond HS lll Seal. Load the HS Il Seal per the device IFU. Deliver the
loaded HS Il Seal into the aortotomy and follow the IFU to complete the
anastomosis.

iii.  If delivery of the second HS Il Seal into the aortotomy is not successful, or
surgeon preference determines the situation does not allow for use of a
replacement HS Il Seal, place a partial occlusion clamp on the aorta, isolating
the aortotomy, and perform the anastomosis per traditional surgical technique.

3. Failure of the deployed Heartstring Il Seal to provide adequate hemostasis:
a. How to avoid/minimize occurrence of this failure mode:
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i. Always load and carefully inspect the loaded HS Il Seal to confirm successful
loading of the HS Il Seal into the Delivery Device prior to clearing any aorta
adventitia and creating the aortotomy. (See important reminders directly
above.)

ii. Do not use the Heartstring Proximal Seal System in patients with a thin-
walled aorta.

iii.  When performing multiple anastomosis, ensure all anastomotic sites are at
least 1.5 cm apart to ensure hemostasis.
iv. Do not soak the HS Ill Seal in solution prior to deployment.
b. Action to be taken if the HS Ill Seal does not open/provide adequate
hemostasis post Seal deployment.

i. Cover the aortotomy with an index finger and gently adjust the Tension Spring
to ensure the HS Ill Seal has been fully deployed.
ii. Iflack of adequate hemostasis persists:
1. Remove the deployed HS Il Seal from the aortotomy per device IFU.
2. Load asecond HS Il Seal and deploy the loaded Seal into the
aortotomy per device IFU and complete the anastomosis.
3. If the second HS Il Seal is not successful or surgeon preference
determines the situation does not allow for use of a replacement HS IlI
Seal, place a partial occlusion clamp on the aorta, isolating the
aortotomy, and perform the anastomosis per traditional surgical
technique.

Customer Actions
Getinge requests that you take the following actions:

1. Please ensure this message is forwarded to any individuals that need notification within
your organization or any organization where the affected devices have been transferred.

Additional Information

Getinge is communicating this information to the appropriate regulatory agencies.
We regret any inconvenience this may cause. We are committed to patient safety and
appreciate your prompt attention to this matter. If you have any questions regarding this

communication, please contact your Getinge representative or Getinge Customer Service.

Sincerely,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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Israel (en)
August 2025
Field Safety Notice
Heartstring 1l Proximal Seal System
Reference Number: 1336551
Model Number uUDI Model Name Serial/Lot Numbers

HS-3045 HSK-3038 00607567700307
HSK-3043 00607567700314 Heartstring Il Proximal Seal System All Unexpired Lots

00607567700321
Distribution Dates: July 1, 2024 - Present
Manufacturing Dates: March 7, 2024 - Present

Dear Risk Manager,

The purpose of this letter is to advise you that Maquet Cardiovascular, a subsidiary of Getinge, is
issuing an Urgent Medical Device Correction for the Heartstring Il Proximal Seal System (HS Il
Seal). Our records indicate that you have received one or more of the affected devices that are
affected by this notification.

Issue Description

Three primary failure modes have been identified.

1.

Failure of the Heartstring Seal to Load: This failure applies to any malfunction of the
device that occurs during the four-step loading process using the Heartstring Loading
Device, the visual inspection of a successfully loaded HS Il Seal, and unlocking the
Delivery Device upon successful completion of the HS Ill Seal loading steps.

Failure of the Heartstring Seal to Deploy into the aortotomy: This failure applies to any
malfunction of the HS Il Seal and/or Delivery Device from the time the Delivery Device is
successfully unlocked to once complete delivery of the HS Il Seal into the aortotomy and
all contents of the Proximal Seal (the Tether, Tension Spring, Seal Stem, Anchor Tab) have
exited the Delivery Device.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: This failure
applies to any malfunction of a successfully deployed HS Ill Seal that does not adequately
control bleeding at the anastomotic to allow the surgeon to perform suturing of the
anastomosis, despite gentle adjustment of the Tension Spring after Seal deployment
and/or the use of a blower mister, suction, or saline syringe to clear the anastomotic site.
This failure includes customer identification of a defective or damaged HS Il Seal
following successful deployment of the HS Ill Seal into the aorta that results/or may result
in inadequate hemostasis that prevents the surgeon to complete the anastomosis
without removing the defective HS Ill Seal.

Root cause investigation is ongoing at this time.
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Risks to Health

1. Failure to Load: When used in accordance with the device Instructions for Use (IFU), a HS llI
Seal that fails to load does not pose a direct risk to the patient. However, this failure may
lead to a delay in the surgical procedure. This delay can range from a few minutes to
retrieve and load a new Seal, to a potential conversion from using the HS Ill Seal to
perform the proximal anastomosis to employing an aortic clamp to complete the
procedure.

2. Failure to Deploy: When the loaded HS Il Seal fails to deploy from the Delivery Device,
the following procedural steps have already been performed and may contribute to the
potential risk of patient harm. If the loaded HS Ill Seal fails to deploy from the Delivery
Device, several procedural steps will have already been completed which may increase the
potential risk of patient harm.

e The aortotomy has been created.

e The distal end of the Delivery Device Tube has been inserted through the aortotomy.

e The Plunger of the Delivery Device has been depressed, or an attempt has been made to
depress it.

e Theloaded HS Il Seal has not successfully deployed from the distal end of the Delivery
Device Tube.

o When the Delivery Device is removed from the aortotomy the HS Il Seal will not be
deployed and bleeding from the aortotomy will need to be controlled by placing a
finger over the aortotomy.

The following potential patient harms may occur:

e Surgical procedure delay: to remove the non-deployed HS Il Seal, open a new HS llI
Proximal Seal, load the Seal into the Delivery Device, and deliver the loaded HS Ill Seal
into the created aortotomy (delay without additional intervention) vs. the decision to
use an aortic clamp to complete the anastomosis because the loaded Seal failed to
deploy (delay with an additional intervention)

e Tissue damage: may occur as a result of deploying a loaded HS Il Seal that is flared at
the tip. A flared tip will have a diameter that is larger than the distal Delivery Device
Tube. Deploying a loaded Seal that has a flared tip can cause aortotomy tissue damage
and if greater force is used to deploy the affected Seal there is a potential risk of
backwalling the aorta during insertion. Tissue damage may also occur during removal
of the Delivery Device from the aortotomy, deploying a second loaded HS Il Seal into
the same aortotomy, and/or needing to convert to use of an aortic clamp to complete
the aortotomy.

o Bleeding: minimal blood loss may occur when removing the Delivery Device from the
aortotomy, controlling the bleeding from the aortotomy manually, and delivering a
replacement HS Ill Seal. Greater blood loss, requiring additional intervention, may
occur if tissue damage occurs.

e Embolic event resulting from additional manipulation of the aorta to address the HS llI
Seal loading failure.

3. Failure of the deployed Heartstring Seal to provide adequate hemostasis: When a
deployed HS Il Seal fails to provide adequate hemostasis for the surgeon to complete the
proximal anastomosis, several steps of the HS Ill Seal System use have already been
completed and may increase the potential risk of patient harm. The following procedural
steps will have taken place.
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e The aortotomy has been created.
e Theloaded HS Il Seal has been deployed into the aorta.
e Bleeding from the aorta is deemed by the surgeon too great to perform the anastomosis.

The following potential patient harms may occur:

e Surgical procedure delay: may occur as follows:

o Additional operative time taken to attempt to make Seal adjustments to
improve hemostasis by the delivered HS Ill Seal, remove the defective HS Il
Seal, open a new HS lll Seal, load the replacement HS Il Seal, and deliver the
loaded HS Il Seal into the created aortotomy (procedure delay without
additional intervention)

o Surgeon deems it most appropriate to use an aortic clamp to complete the
anastomosis because the deployed HS Il Seal failed to provide adequate
hemostasis to complete the anastomosis and a replacement HS Il Seal is not
available or surgeon preference determines the situation does not allow for
use of a replacement HS lll Seal and an aortic clamp is use to complete the
proximal anastomosis per traditional surgical technique. (procedure delay with
an additional intervention)

e Tissue damage: Tissue damage may occur during manipulation of the affected HS llI
Seal, during Seal deployment of a second loaded HS Il Seal into the same aortotomy,
and/or needing to convert to use of an aortic clamp to complete the aortotomy.

e Bleeding: A small amount of blood loss around the deployed HS Il Seal is normal and
expected while performing the proximal anastomosis using a HS Ill Seal. Greater blood
loss requiring additional intervention may occur when aortic tissue damage occurs,
regardless of the cause.

e Embolic event(s): resulting from additional manipulation of the aorta secondary to
addressing the HS Il Seal failure to provide adequate hemostasis.

Between June 1, 2023, and July 22, 2025, Getinge received the following complaints:
e 274 reports related to failure to load, representing a complaint rate of 0.386%
e 96 reports related to failure to deploy, representing a complaint rate of 0.135%
e 30reports related to inadequate hemostasis, representing a complaint rate of 0.042%

Recommended Mitigations and Actions

Getinge is providing the following instructions to avoid/minimize the failures discussed above.

1. Failure of the Heartstring Seal to Load
a. Important reminders:

i. Per the device IFU, the HS IIl Seal is intended to be loaded and removed
from the Loading Device, then inspected and adjusted if necessary to
confirm successful loading and finally unlocked prior to clearing any
adventitia from the planned anastomotic area and creating the aortotomy.
Loading the HS Il Seal and confirming successful loading prior to creating
the aortotomy minimizes risk to patients because the aorta remains
untouched until confirming successful loading of the HS Ill Seal.

ii. If the HS Il Seal fails to load as intended, the device should be replaced.

b. How to avoid/minimize occurrence of this failure
i. Review the Heartstring device IFU prior to use, especially if Heartstring is

139 OT# 1336551



GETINGE 3¢

not used on a routine basis.

ii. Load the HS Il Seal by carefully following the device step-by-step
Instructions for Use (IFU).

iii. Per Section 4.3-4.5 of the IFU, confirm the HS Ill Seal has been properly
loaded into the Delivery Device by inspecting the loaded HS Il Seal
once the HS Ill Seal has been loaded into the Delivery Device and has
been removed from the Loading Device.

iv. A HS Il Seal that is not properly inspected after removal from the
Loading Device may fail during HS Il Seal Deployment and cause
patient harm. (see information relating to Failure to Deploy).

v. Complete successful loading of the HS Il Seal prior to cleaning the
aortic surface adventitia and creating the aortotomy.

b. Action to be taken if the HS Ill Seal fails to load.

i. Discard the failed HS Il Seal.

ii.  Always have a second HS Il Seal available to replace a failed device. Refer to
the device IFU to ensure successful loading.

2. Failure of the Heartstring lll Seal to Deploy into the aortotomy
a. Important reminders:

i. Ensure the HS Il Seal has been properly loaded into the Delivery Device as
described in the section above.

ii. After removing the loaded HS lll Seal from the Loading Device, inspect the
loaded HS Il Seal, according to IFU Sections 4.3-4.5, to confirm the
following:

1. The loaded HS lll Seal is not cracked.

2. The portion of the HS Ill Seal that is not loaded into the Delivery Device
Tube does not flare wider than the Delivery Device Tube diameter.

3. The Tension Spring ends are aligned such that they will contact both
proximal edges of the loaded HS Il Seal during Seal delivery into the
aortotomy.

b. How to avoid/minimize the occurrence of this failure:

i. After confirmation of successful HS Il Seal loading and creation of the
aortotomy, deploy the loaded HS lll Seal into the aortotomy by carefully
following the steps for HS Il Seal deployment documented in the device
IFU.

ii.  Ifthe HS lll Seal fails to deploy as intended, the device should be replaced.

c. Action to be taken if the HS Il Seal fails to successfully deploy into the aorta.

i. Occlude the aortotomy to control bleeding using an index finger.

ii. Openasecond HS lll Seal. Load the HS Il Seal per the device IFU. Deliver the
loaded HS Il Seal into the aortotomy and follow the IFU to complete the
anastomosis.

iii.  If delivery of the second HS Ill Seal into the aortotomy is not successful, or
surgeon preference determines the situation does not allow for use of a
replacement HS Il Seal, place a partial occlusion clamp on the aorta, isolating
the aortotomy, and perform the anastomosis per traditional surgical technique.

3. Failure of the deployed Heartstring Il Seal to provide adequate hemostasis:
a. How to avoid/minimize occurrence of this failure mode:
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i. Always load and carefully inspect the loaded HS Il Seal to confirm successful
loading of the HS Il Seal into the Delivery Device prior to clearing any aorta
adventitia and creating the aortotomy. (See important reminders directly
above.)

ii. Do not use the Heartstring Proximal Seal System in patients with a thin-
walled aorta.

iii.  When performing multiple anastomosis, ensure all anastomotic sites are at
least 1.5 cm apart to ensure hemostasis.
iv. Do not soak the HS Ill Seal in solution prior to deployment.
b. Action to be taken if the HS Ill Seal does not open/provide adequate
hemostasis post Seal deployment.

i. Cover the aortotomy with an index finger and gently adjust the Tension Spring
to ensure the HS Ill Seal has been fully deployed.
ii. Iflack of adequate hemostasis persists:
1. Remove the deployed HS Il Seal from the aortotomy per device IFU.
2. Load asecond HS Il Seal and deploy the loaded Seal into the
aortotomy per device IFU and complete the anastomosis.
3. If the second HS Il Seal is not successful or surgeon preference
determines the situation does not allow for use of a replacement HS IlI
Seal, place a partial occlusion clamp on the aorta, isolating the
aortotomy, and perform the anastomosis per traditional surgical
technique.

Customer Actions
Getinge requests that you take the following actions:

1. Please ensure this message is forwarded to any individuals that need notification within
your organization or any organization where the affected devices have been transferred.

Additional Information

Getinge is communicating this information to the appropriate regulatory agencies.
We regret any inconvenience this may cause. We are committed to patient safety and
appreciate your prompt attention to this matter. If you have any questions regarding this

communication, please contact your Getinge representative or Getinge Customer Service.

Sincerely,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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Italy (it)
Agosto 2025

Avviso di Sicurezza sul Campo
Sistema di Tenuta Prossimale Heartstring Il
Numero di Riferimento: 1336551
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Codice prodotto uDI Descrizione del prodotto Numeri di
serie/lotto
HS-3045 00607567700307
HSK- 00607567700314 | Sistema di Tutti i lotti non
3038 00607567700321 | tenuta prossimale Heartstring Il| scaduti
HSK-
3043
Date di distribuzione: Dal 1° luglio 2024 ad oggi
Date di produzione: Dal 7 marzo 2024 ad oggi

Gentili clienti,

Lo scopo del presente avviso e quello di informare che Maquet Cardiovascular, una consociata di
Getinge, sta emettendo una correzione urgente di dispositivo medico per il sistema di

tenuta prossimale Heartstring Il (Sigillante HS 1ll). | nostri registri indicano che avete ricevuto uno o
piu dei dispositivi interessati da questa notifica.

Descrizione del problema

Sono state identificate tre modalita di guasto principali.

1.

Mancato caricamento del sigillante Heartstring: Questa tipologia di guasto si applica a
qualsiasi malfunzionamento del dispositivo che si verifichi durante il processo di caricamento
in quattro fasi con il dispositivo di caricamento Heartstring, l'ispezione visiva di un Sigillante HS
Il caricato correttamente e lo sblocco del dispositivo di erogazione al termine delle fasi di
caricamento del sigillante HS III.

Mancato dispiegamento del sigillante Heartstring nell'aortotomia: Questa tipologia di guasto
si applica a qualsiasi malfunzionamento del Sigillante HS Il e/o del dispositivo di erogazione dal
momento in cui il dispositivo di erogazione viene sbloccato correttamente fino al momento in
cui viene completata I'erogazione del sigillante HS Il nell'aortotomia e tutto il contenuto del
sigillante prossimale (il cavo, la molla elastica, lo stelo del sigillante, la linguetta di ancoraggio)
e fuoriuscito dal dispositivo di erogazione.

Mancata anastomosi del sigillante Heartstring lll dispiegato: Questa tipologia di guasto si
applica a qualsiasi malfunzionamento di un sigillante HS Il dispiegato correttamente che non
controlla adeguatamente il sanguinamento in corrispondenza dell'anastomosi per consentire
al chirurgo di eseguire la sutura dell'anastomosi, nonostante la delicata regolazione della molla
elastica dopo il dispiegamento del sigillante e/o I'uso di una siringa di nebulizzazione, di
aspirazione o di soluzione fisiologica per liberare il sito di anastomosi. Questa tipologia di
guasto include I'identificazione da parte del cliente di un sigillante HS Il difettoso o
danneggiato a seguito del corretto dispiegamento del sigillante HS Il nell'aorta che
comporta/o pud comportare un'emostasi inadeguata che impedisce al chirurgo di completare
I'anastomosi senza rimuovere il sigillante HS Il difettoso.
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Al momento sono in corso indagini per scoprire la causa principale.

Rischi per la salute
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1.

Mancato caricamento: Se utilizzato in conformita con le Istruzioni per l'uso (IFU) del dispositivo,
un sigillante HS lll che non si carica non rappresenta un rischio diretto per il paziente. Tuttavia,
guesto guasto puo portare a un ritardo nella procedura chirurgica. Questo ritardo puo variare da
pochi minuti per il recupero e il caricamento di nuovo sigillante, a una potenziale conversione
dall'utilizzo del sigillante HS 1l per eseguire I'anastomosi prossimale all'impiego di una pinza
aortica per completare la procedura.

Mancato dispiegamento: Quando il sigillante HS Ill caricato non riesce a dispiegarsi dal dispositivo
di erogazione, le seguenti fasi procedurali sono gia state eseguiteil che puod contribuire al
potenziale rischio di danni al paziente:

E stata eseguita I'aortotomia.

L'estremita distale del tubo del dispositivo di erogazione é stata inserita attraverso
I'aortotomia.

Lo stantuffo del dispositivo di erogazione ¢ stato premuto o & stato fatto un tentativo di
premerlo.

Il sigillante HS Ill caricato non si & dispiegato correttamente dall'estremita distale del tubo
del dispositivo di erogazione.

Quando il dispositivo di erogazione viene rimosso dall'aortotomia, il sigillante HS lll non
verra dispiegato e il sanguinamento dall'aortotomia dovra essere controllato
posizionando un dito sopra |'aortotomia.

Possono verificarsi i seguenti potenziali danni per il paziente:

Ritardo della procedura chirurgica: per rimuovere il sigillante HS Il non dispiegato, aprire
un nuovo sigillante prossimale HS lll, caricare il sigillante nel dispositivo di erogazione ed
erogare il sigillante HS Ill caricato nell'aortotomia creata (ritardo senza ulteriore
intervento) rispetto alla decisione di utilizzare una pinza aortica per completare
I'anastomosi perché il sigillante caricato non é riuscito a dispiegarsi (ritardo con un
intervento aggiuntivo)

Danni ai tessuti: possono verificarsi a seguito del dispiegamento di un sigillante HS IlI
caricato che e svasato sulla punta. Una punta svasata avra un diametro maggiore del tubo
distale del dispositivo di erogazione. Il dispiegamento di un sigillante caricato con punta
svasata puo causare danni al tessuto aortotomico e, se viene utilizzata una forza maggiore
per dispiegare il sigillante interessato, esiste un potenziale rischio di perforazione della
parete posteriore dell'aorta durante I'inserimento. Puo verificarsi danno tissutale anche
durante la rimozione del dispositivo di erogazione dall'aortotomia, il dispiegamento di un
secondo sigillante HS Ill caricato nella stessa aortotomia e/o la necessita di passare all'uso
di una pinza aortica per completare I'aortotomia.

Sanguinamento: si puo verificare una perdita di sangue minima quando si rimuove il
dispositivo di erogazione dall'aortotomia, si controlla manualmente I'emorragia
dall'aortotomia e si eroga un sigillante HS Il sostitutivo. Una maggiore perdita di sangue,
che richiede un intervento aggiuntivo, puo verificarsi se si verifica un danno tissutale.
Evento embolico derivante da un'ulteriore manipolazione dell'aorta per risolvere il
problema di caricamento del sigillante HS III.

3. Mancata anastomosi del sigillante Heartstring lll dispiegato: Quando un sigillante HS |lI
dispiegato non riesce a fornire un'emostasi adeguata al chirurgo per completare I'anastomosi
prossimale, diverse fasi dell'uso del Sistema sigillante emostatico HS Il sono gia state completate e
possono aumentare il potenziale rischio di danni al paziente. Le seguenti fasi procedurali avranno
avuto luogo.

e [ stata creata un'aortotomia.
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e |l sigillante HS Il caricato & stato dispiegato nell'aorta.

e |l sanguinamento dall'aorta e ritenuto dal chirurgo troppo importante per eseguire
I'anastomosi.
Possono verificarsi i seguenti potenziali danni per il paziente:

e Ritardo della procedura chirurgica: puo verificarsi come segue:

o Un ulteriore tempo operativo impiegato per tentare di effettuare regolazioni
del sigillante per migliorare I'emostasi mediante il sigillante HS Il erogato,
rimuovere il sigillante HS Il difettoso, aprire un nuovo sigillante HS Ill, caricare
il sigillante HS Il sostitutivo ed erogare il sigillante HS Ill caricato
nell'aortotomia creata (ritardo della procedura senza ulteriore intervento)

o Il chirurgo ritiene pil appropriato utilizzare una pinza aortica per completare
I'anastomosi perché il sigillante HS IIl dispiegato non é riuscito a fornire
un'emostasi adeguata a completare I'anastomosi e non e disponibile un
sigillante HS IIl sostitutivo o la preferenza del chirurgo determina che la
situazione non consente I'uso di un sigillante HS Il sostitutivo e viene utilizzata
una pinza aortica per completare |I'anastomosi prossimale secondo la tecnica
chirurgica tradizionale. (ritardo della procedura con intervento aggiuntivo)

e Danni ai tessuti: Puo verificarsi danno tissutale pud verificarsi durante la
manipolazione del sigillante HS Il interessato, durante il dispiegamento del sigillante
di un secondo sigillante HS Il caricato nella stessa aortotomia e/o la necessita di
passare all'uso di una pinza aortica per completare |'aortotomia.

e Sanguinamento: Una piccola quantita di perdita di sangue intorno al sigillante HS I
dispiegato € normale e prevista durante |'esecuzione dell'anastomosi prossimale
utilizzando un sigillante HS Illl. Una perdita di sangue maggiore che richiede un
intervento aggiuntivo puo verificarsi quando si verifica un danno al tessuto aortico,
indipendentemente dalla causa.

e Evento/i embolico/i: derivante da un'ulteriore manipolazione dell'aorta secondaria
per risolvere l'incapacita del sigillante HS Il di fornire un'emostasi adeguata.

Mitigazioni e azioni raccomandate
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Getinge fornisce le seguenti istruzioni per evitare/ridurre al minimo i guasti discussi sopra.
1. Mancato caricamento del Sigillante emostatico Heartstring
a. Promemoria importanti:

i. Secondo le istruzioni per I'uso del dispositivo, il sigillante HS Il deve essere
caricato e rimosso dal dispositivo di caricamento, quindi ispezionato e
regolato se necessario per confermare il corretto caricamento e infine
sbloccato prima di eliminare qualsiasi tonaca avventizia dall'area
anastomotica pianificata e creare 'aortotomia. Il caricamento del sigillante
HS Il e la conferma del caricamento riuscito prima della creazione
dell'aortotomia riducono al minimo il rischio per i pazienti perché I'aorta
rimane intatta fino alla conferma del caricamento riuscito del sigillante HS
Il

ii. Se il sigillante HS lll non si carica come previsto, il dispositivo deve essere
sostituito.

b. Come evitare/ridurre al minimo il verificarsi di questo guasto

i. Esaminare le istruzioni per I'uso del dispositivo Heartstring prima
dell'uso, soprattutto se Heartstring non viene utilizzato di routine.

ii. Caricare il sigillante HS Ill seguendo attentamente le istruzioni per

I'uso passo-passo del dispositivo (IFU).
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Per le sezioni 4.3-4.5 delle istruzioni per I'uso, verificare che il sigillante
HS Ill sia stato caricato correttamente nel dispositivo di erogazione
ispezionando il sigillante HS Il caricato una volta che il sigillante HS Il &
stato caricato nel dispositivo di erogazione ed e stato rimosso dal
dispositivo di caricamento.

Un sigillante HS Il che non & adeguatamente ispezionato dopo la
rimozione dal dispositivo di caricamento puo guastarsi durante

I'installazione del sigillante HS Il e causare danni al paziente. (vedere le
informazioni relative al mancato dispiegamento).

Completare correttamente il caricamento del sigillante HS IIl prima di
pulire la tonaca avventizia della superficie aortica e creare |'aortotomia.

C. Azione daintraprendere se il sigillante HS Il non si carica.

Eliminare il sigillante HS Il guasto.

Avere sempre a disposizione un secondo sigillante HS Il per sostituire un
dispositivo guasto. Fare riferimento alle istruzioni per I'uso del
dispositivo per garantire il corretto caricamento.

2. Mancato dispiegamento del sigillante Heartstring Il nell'aortotomia

a. Promemoria importanti:

Assicurarsi che il sigillante HS Il sia stato caricato correttamente nel dispositivo
di erogazione come descritto nella sezione precedente.

Dopo aver rimosso il sigillante HS Il caricato dal dispositivo di caricamento,
ispezionare il sigillante HS Il caricato, secondo le sezioni 4.3-4.5 delle istruzioni
per l'uso, per confermare quanto segue:

1. Il sigillante HS Il caricato non & incrinato.

2. La parte del sigillante HS Ill che non viene caricata nel tubo del
dispositivo di erogazione non si allarga oltre il diametro del tubo del
dispositivo di erogazione.

3. Le estremita della molla elastica sono allineate in modo tale da entrare
in contatto con entrambi i bordi prossimali del sigillante HS Il caricato
durante I'erogazione del sigillante nell'aortotomia.

b. Come evitare/ridurre al minimo il verificarsi di questo guasto:

Dopo la conferma del caricamento del sigillante HS Il e la creazione
dell'aortotomia, dispiegare il sigillante HS Il caricato nell'aortotomia seguendo
attentamente i passaggi per il dispiegamento del sigillante HS Ill documentati
nelle istruzioni per I'uso del dispositivo.

i. Seil sigillante HS IIl non si dispiega come previsto, il dispositivo deve essere

sostituito.

c. Azione daintraprendere se il sigillante HS Il non riesce a dispiegarsi correttamente
nell'aorta.

Occludere I'aortotomia per controllare il sanguinamento utilizzando un dito
indice.

Aprire un secondo sigillante HS Ill. Caricare il sigillante HS Ill secondo le
istruzioni per I'uso del dispositivo. Erogare il sigillante HS Ill caricato
nell'aortotomia e seguire le istruzioni per I'uso per completare |'anastomosi.
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Se I'erogazione del secondo sigillante HS Il nell'aortotomia non ha esito
positivo, o se la preferenza del chirurgo determina che la situazione non
consente |'uso di un sigillante HS Il sostitutivo, posizionare una pinza di
occlusione parziale sull'aorta, isolando |'aortotomia, ed eseguire I'anastomosi
secondo la tecnica chirurgica tradizionale.

3. Mancata anastomosi del sigillante Heartstring Il dispiegato:
a. Come evitare/ridurre al minimo il verificarsi di questo guasto:

iv.

Caricare sempre e ispezionare attentamente il sigillante HS Il caricato per
confermare il corretto caricamento del sigillante HS Ill nel dispositivo di
erogazione prima di eliminare qualsiasi tonaca avventizia dell'aorta e creare
I'aortotomia. (Vedere i promemoria importanti sopra).

. Non utilizzare il Sistema sigillante emostatico prossimale Heartstring in pazienti

con aorta a parete sottile.

Quando si esegue un'anastomosi multipla, assicurarsi che tutti i siti
anastomotici siano distanti almeno 1,5 cm per garantire I'emostasi.
Non immergere il Sistema sigillante HS Ill nella soluzione prima del
dispiegamento.

b. Azione da intraprendere se il sigillante HS Il non si apre/non fornisce un'adeguata
emostasi dopo il dispiegamento del sigillante.

Azioni del cliente

Coprire I'aortotomia con un dito indice e regolare delicatamente la molla
elastica per assicurarsi che il sigillante HS Il sia stata completamente
dispiegato.

ii. Se persiste la mancanza di emostasi adeguata:

1. Rimuovere il sigillante HS Il dispiegato dall'aortotomia secondo le
istruzioni dell'uso del dispositivo.

2. Caricare un secondo sigillante HS Ill e dispiegare il sigillante caricato
nell'aortotomia secondo le istruzioni dell'uso del dispositivo e
completare I'anastomosi.

3. Se il secondo sigillante HS Il non ha esito positivo, o se la preferenza
del chirurgo determina che la situazione non consente |'uso di un
sigillante HS lll sostitutivo, posizionare una pinza di occlusione parziale
sull'aorta, isolando I'aortotomia, ed eseguire I'anastomosi secondo la
tecnica chirurgica tradizionale.

Getinge richiede di intraprendere le seguenti azioni:

1. Assicurarsi che questo messaggio venga inoltrato a tutti i soggetti che necessitano di una
notifica all'interno della vostra organizzazione o di qualsiasi organizzazione in cui sono
stati trasferiti i dispositivi interessati.

Informazioni aggiuntive

Getinge si sta occupando di comunicare queste informazioni alle agenzie di regolamentazione

competenti.

Ci scusiamo per gli eventuali disagi. Siamo impegnati nella sicurezza dei pazienti e apprezziamo
la vostra pronta attenzione a questo problema. In caso di domande relative a questa
comunicazione, vi preghiamo di contattare il rappresentante locale Getinge o inviare un’e-mail
a FSCA.italy@getinge.com .

Cordiali saluti, *
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Francisco Vicenty
Director, Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery

*Traduzione di cortesia dall’originale in lingua inglese che costituisce il documento ufficiale di Maquet Cardiovascular, LLC
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Francisco Vicenty
Director Quality & Regulatory Compliance, Interim

Getinge, Cardiovascular Surgery
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Kenya (en)
August 2025
Field Safety Notice
Heartstring Il Proximal Seal System
Reference Number: 1336551

Model Number uDI Model Name Serial/Lot Numbers
HS-3045 HSK-3038 00607567700307
HSK-3043 00607567700314 Heartstring lll Proximal Seal System | All Unexpired Lots

00607567700321

Distribution Dates: July 1, 2024 - Present
Manufacturing Dates: March 7, 2024 - Present

Dear Risk Manager,
The purpose of this letter is to advise you that Maquet Cardiovascular, a subsidiary of Getinge, is issuing an
Urgent Medical Device Correction for the Heartstring Il Proximal Seal System (HS Il Seal). Our records indicate

that you have received one or more of the affected devices that are affected by this notification.

Issue Description

Three primary failure modes have been identified.

1. Failure of the Heartstring Seal to Load: This failure applies to any malfunction of the device that occurs
during the four-step loading process using the Heartstring Loading Device, the visual inspection of a
successfully loaded HS 11l Seal, and unlocking the Delivery Device upon successful completion of the HS
Il Seal loading steps.

2. Failure of the Heartstring Seal to Deploy into the aortotomy: This failure applies to any malfunction of
the HS 1l Seal and/or Delivery Device from the time the Delivery Device is successfully unlocked to once
complete delivery of the HS Ill Seal into the aortotomy and all contents of the Proximal Seal (the Tether,
Tension Spring, Seal Stem, Anchor Tab) have exited the Delivery Device.

3. Failure of the deployed Heartstring Seal to provide adequate hemostasis: This failure applies to any
malfunction of a successfully deployed HS Il Seal that does not adequately control bleeding at the
anastomotic to allow the surgeon to perform suturing of the anastomaosis, despite gentle adjustment of
the Tension Spring after Seal deployment and/or the use of a blower mister, suction, or saline syringe to
clear the anastomotic site. This failure includes customer identification of a defective or damaged HS IlI
Seal following successful deployment of the HS Ill Seal into the aorta that results/or may result in
inadequate hemostasis that prevents the surgeon to complete the anastomosis without removing the
defective HS Il Seal.

Root cause investigation is ongoing at this time.
Risks to Health
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Failure to Load: When used in accordance with the device Instructions for Use (IFU), a HS Il Seal that fails
to load does not pose a direct risk to the patient. However, this failure may lead to a delay in the surgical
procedure. This delay can range from a few minutes to retrieve and load a new Seal, to a potential
conversion from using the HS Ill Seal to perform the proximal anastomosis to employing an aortic clamp
to complete the procedure.

Failure to Deploy: When the loaded HS Il Seal fails to deploy from the Delivery Device, the following

procedural steps have already been performed and may contribute to the potential risk of patient harm.

If the loaded HS Il Seal fails to deploy from the Delivery Device, several procedural steps will have already

been completed which may increase the potential risk of patient harm.

e The aortotomy has been created.

e The distal end of the Delivery Device Tube has been inserted through the aortotomy.

e The Plunger of the Delivery Device has been depressed, or an attempt has been made to depress it.

e Theloaded HS Il Seal has not successfully deployed from the distal end of the Delivery Device Tube.

e When the Delivery Device is removed from the aortotomy the HS Il Seal will not be deployed and
bleeding from the aortotomy will need to be controlled by placing a finger over the aortotomy.

The following potential patient harms may occur:

e Surgical procedure delay: to remove the non-deployed HS Ill Seal, open a new HS Il Proximal Seal,
load the Seal into the Delivery Device, and deliver the loaded HS Il Seal into the created aortotomy
(delay without additional intervention) vs. the decision to use an aortic clamp to complete the
anastomosis because the loaded Seal failed to deploy (delay with an additional intervention)

e Tissue damage: may occur as a result of deploying a loaded HS Il Seal that is flared at the tip. A flared
tip will have a diameter that is larger than the distal Delivery Device Tube. Deploying a loaded Seal
that has a flared tip can cause aortotomy tissue damage and if greater force is used to deploy the
affected Seal there is a potential risk of backwalling the aorta during insertion. Tissue damage may
also occur during removal of the Delivery Device from the aortotomy, deploying a second loaded HS
[l Seal into the same aortotomy, and/or needing to convert to use of an aortic clamp to complete the
aortotomy.

o Bleeding: minimal blood loss may occur when removing the Delivery Device from the aortotomy,
controlling the bleeding from the aortotomy manually, and delivering a replacement HS Il Seal.
Greater blood loss, requiring additional intervention, may occur if tissue damage occurs.

e Embolic event resulting from additional manipulation of the aorta to address the HS Il Seal loading
failure.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: When a deployed HS Il Seal
fails to provide adequate hemostasis for the surgeon to complete the proximal anastomosis, several steps
of the HS Ill Seal System use have already been completed and may increase the potential risk of patient
harm. The following procedural steps will have taken place.

e The aortotomy has been created.

e The loaded HS Il Seal has been deployed into the aorta.

e Bleeding from the aorta is deemed by the surgeon too great to perform the anastomosis.

The following potential patient harms may occur:

e Surgical procedure delay: may occur as follows:
o Additional operative time taken to attempt to make Seal adjustments to improve
hemostasis by the delivered HS 1l Seal, remove the defective HS Il Seal, open a new HS Il
Seal, load the replacement HS Il Seal, and deliver the loaded HS Il Seal into the created
aortotomy (procedure delay without additional intervention)
OT# 1336551
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o Surgeon deems it most appropriate to use an aortic clamp to complete the anastomosis
because the deployed HS Il Seal failed to provide adequate hemostasis to complete the
anastomosis and a replacement HS Il Seal is not available or surgeon preference determines
the situation does not allow for use of a replacement HS Il Seal and an aortic clamp is use to
complete the proximal anastomosis per traditional surgical technique. (procedure delay with
an additional intervention)

e Tissue damage: Tissue damage may occur during manipulation of the affected HS Ill Seal, during Seal
deployment of a second loaded HS 11l Seal into the same aortotomy, and/or needing to convert to use
of an aortic clamp to complete the aortotomy.

e Bleeding: A small amount of blood loss around the deployed HS Ill Seal is normal and expected while
performing the proximal anastomosis using a HS lll Seal. Greater blood loss requiring additional
intervention may occur when aortic tissue damage occurs, regardless of the cause.

e Embolic event(s): resulting from additional manipulation of the aorta secondary to addressing the HS
[l Seal failure to provide adequate hemostasis.

Between June 1, 2023, and July 22, 2025, Getinge received the following complaints:
e 274 reports related to failure to load, representing a complaint rate of 0.386%
e 96 reports related to failure to deploy, representing a complaint rate of 0.135%
e 30reports related to inadequate hemostasis, representing a complaint rate of 0.042%

Recommended Mitigations and Actions

Getinge is providing the following instructions to avoid/minimize the failures discussed above.

1. Failure of the Heartstring Seal to Load
a. Important reminders:

i. Perthe device IFU, the HS Ill Seal is intended to be loaded and removed from the Loading
Device, then inspected and adjusted if necessary to confirm successful loading and finally
unlocked prior to clearing any adventitia from the planned anastomotic area and creating
the aortotomy. Loading the HS Il Seal and confirming successful loading prior to creating
the aortotomy minimizes risk to patients because the aorta remains untouched until
confirming successful loading of the HS Il Seal.

ii. If the HS Il Seal fails to load as intended, the device should be replaced.

b. How to avoid/minimize occurrence of this failure

i. Review the Heartstring device IFU prior to use, especially if Heartstring is not used on a
routine basis.

ii. Load the HS IIl Seal by carefully following the device step-by-step Instructions for Use
(IFU).

iii. Per Section 4.3-4.5 of the IFU, confirm the HS Ill Seal has been properly loaded into
the Delivery Device by inspecting the loaded HS IIl Seal once the HS Il Seal has been
loaded into the Delivery Device and has been removed from the Loading Device.

iv. A HS Il Seal that is not properly inspected after removal from the Loading Device
may fail during HS Il Seal Deployment and cause patient harm. (see information
relating to Failure to Deploy).

v. Complete successful loading of the HS Ill Seal prior to cleaning the aortic surface
adventitia and creating the aortotomy.
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b. Action to be taken if the HS Ill Seal fails to load.

Discard the failed HS 11l Seal.
Always have a second HS Ill Seal available to replace a failed device. Refer to the device IFU to
ensure successful loading.

2. Failure of the Heartstring lll Seal to Deploy into the aortotomy
a. Important reminders:

Ensure the HS Il Seal has been properly loaded into the Delivery Device as described in
the section above.

After removing the loaded HS Il Seal from the Loading Device, inspect the loaded HS I
Seal, according to IFU Sections 4.3-4.5, to confirm the following:
1. The loaded HS Il Seal is not cracked.
2. The portion of the HS Il Seal that is not loaded into the Delivery Device Tube does not
flare wider than the Delivery Device Tube diameter.
3. The Tension Spring ends are aligned such that they will contact both proximal edges of
the loaded HS Il Seal during Seal delivery into the aortotomy.

b. How to avoid/minimize the occurrence of this failure:

After confirmation of successful HS Il Seal loading and creation of the aortotomy, deploy
the loaded HS Il Seal into the aortotomy by carefully following the steps for HS Il Seal
deployment documented in the device IFU.

If the HS Il Seal fails to deploy as intended, the device should be replaced.

c. Action to be taken if the HS Il Seal fails to successfully deploy into the aorta.

Occlude the aortotomy to control bleeding using an index finger.

Open a second HS Ill Seal. Load the HS Il Seal per the device IFU. Deliver the loaded HS Il Seal
into the aortotomy and follow the IFU to complete the anastomosis.

If delivery of the second HS Il Seal into the aortotomy is not successful, or surgeon
preference determines the situation does not allow for use of a replacement HS Il Seal, place
a partial occlusion clamp on the aorta, isolating the aortotomy, and perform the anastomosis
per traditional surgical technique.

3. Failure of the deployed Heartstring Ill Seal to provide adequate hemostasis:
a. How to avoid/minimize occurrence of this failure mode:
i

Always load and carefully inspect the loaded HS Il Seal to confirm successful loading of the
HS IIl Seal into the Delivery Device prior to clearing any aorta adventitia and creating the
aortotomy. (See important reminders directly above.)

Do not use the Heartstring Proximal Seal System in patients with a thin-walled aorta.
When performing multiple anastomosis, ensure all anastomotic sites are at least 1.5 cm
apart to ensure hemostasis.

iv. Do not soak the HS Ill Seal in solution prior to deployment.
b. Action to be taken if the HS Ill Seal does not open/provide adequate hemostasis post Seal
deployment.

Cover the aortotomy with an index finger and gently adjust the Tension Spring to ensure the
HS Il Seal has been fully deployed.
If lack of adequate hemostasis persists:

1. Remove the deployed HS Il Seal from the aortotomy per device IFU.

2. Load asecond HS Ill Seal and deploy the loaded Seal into the aortotomy per device
IFU and complete the anastomosis.

3. If the second HS Il Seal is not successful or surgeon preference determines the
situation does not allow for use of a replacement HS Il Seal, place a partial occlusion
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clamp on the aorta, isolating the aortotomy, and perform the anastomosis per
traditional surgical technique.

Customer Actions
Getinge requests that you take the following actions:

1. Please ensure this message is forwarded to any individuals that need notification within your organization
or any organization where the affected devices have been transferred.

Additional Information

Getinge is communicating this information to the appropriate regulatory agencies.
We regret any inconvenience this may cause. We are committed to patient safety and appreciate your prompt
attention to this matter. If you have any questions regarding this communication, please contact your Getinge

representative or Getinge Customer Service.

Sincerely,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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Montenegro (hr)
kolovoz 2025.

Sigurnosno upozorenje u terenu
Proksimalni sustav zatvaranja Heartstring Ill

Referentni broj: 1336551

Broj modela UDI Naziv modela Serijski broj/serija
HS-3045 00607567700307
Proksimalni sustav zatvaranja i i ii
HSK-3038 00607567700314 . ) Sve serije kojima nije
Heartstring Il istekao rok trajanja
HSK-3043 00607567700321
Datum distribucije: od 1. srpnja 2024. do danas
Datum proizvodnje: od 7. ozujka 2024. do danas

Postovani menadzeru za rizike,

svrha ovog pisma je izvijestiti Vas da drustvo Maquet Cardiovascular, drustvo-kéer drustva Getinge, izdaje hitni popravak
medicinskog proizvoda Proksimalni sustav zatvaranja Heartstring lll (zatvarac HS lll). Prema nasoj evidenciji ste zaprimili
jedan ili vise predmetnih medicinskih proizvoda, kojih se tice ova obavijest.

Opis problema

Identificirana su tri primarna razloga neuspjeha.

1. Pogreska tijekom uvodenja zatvaraca: ovaj problem se tice bilo kojeg kvara uredaja, do kojeg dode tijekom
nekog od Cetiri koraka postupka uvodenja pomocu aplikacijskog uredaja Heartstring, vizualne kontrole uspjesno
uvedenog zatvaraca HS Ill, te oslobadanja aplikacijskog uredaja nakon uspjesSnog zavrsetka svih koraka uvodenja
zatvaraca HS Ill.

2. Pogreska tijekom razvijanja zatvaraca Heartstring u aortotomiji: ovaj problem se odnosi na bilo koji kvar
zatvaraca HS Il i/ili aplikacijskog uredaja od trenutka kada je aplikacijski uredaj uspjesno osloboden do trenutka
kada je zatvarac HS Il u cijelosti postavljen u aortotomiju i svi dijelovi proksimalnog zatvaraca (vlakno, zatezna
opruga, tijelo zatvaraca, prihvatna omca) su uklonjeni iz aplikacijskog uredaja.

3. Razvijen zatvarac Heartstring ne daje dostatnu hemostazu: ovaj problem se tice bilo kojeg kvara uspjesno
razvijenog zatvaraca HS lll, koji na mjestu anastomoze ne osigurava adekvatnu kontrolu krvarenja za izvodenje
Sivenja anastomoze, i to unatoc¢ finom podesavanju zatezne opruge nakon razvijanja zatvaraca i/ili uporabe
ventilatorske prskalice, usisavanja ili Sprice s fizioloSkom otopinom za ¢is¢enje mjesta anastomoze. Ovaj kvar
obuhvaca i slucaj kada klijent identificira neispravan ili oSte¢en zatvarac HS Illl nakon uspjesnog razvijanja
zatvaracda HS Il u aortu, ako kvar ima/moze imati za posljedicu nedostatnu hemostazu, koja onemogudava da
kirurg zavrsi anastomozu bez uklanjanja neispravnog zatvaraca HS Il
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Trenutno se provodi istraga glavnog uzroka.

Zdravstveni rizici:

159

1.

Pogreska tijekom uvodenja: ako se zatvarac HS Il upotrebljava sukladno Uputama za uporabu (IFU) proizvoda,
pogreska pri uvodenju za pacijenta nije izravan rizik. Medutim, ova pogreska moze dovesti do zakasnjenja
kirurSkog zahvata. Isto kasSnjenje moZze trajati od nekoliko minuti koje su potrebne za vadenje i uvodenje novog
zatvaraca, sve do potencijalnog prijelaza s koriStenja zatvarac¢a HS Ill na izvodenje proksimalne anastomoze
pomocu aortalne kleme radi dovrSavanja zahvata.

Pogreska tijekom razvijanja: ako ne uspijeva razvijanje uvedenog zatvaraca HS lll iz aplikacijskog uredaja, vec su
izvedeni slijedni koraci postupka, a isti mogu doprinijeti potencijalnom riziku oSte¢enja zdravlja pacijenta. Ako se
zatvarac HS lll ne uspijeva razviti iz aplikacijskog uredaja, izvesti ¢e se nekoliko postupaka koji mogu povecati
potencijalni rizik oStec¢enja zdravlja pacijenta.

e |zvedena je aortotomija.

e Distalni kraj cijevi aplikacijskog uredaja je uveden kroz aortotomiju.

e Klip aplikacijskog uredaja je pritisnut ili je izveden pokusaj njegovog pritiskanja.

e Nije uspjelo razvijanje umetnutog zatvaraca HS Ill s distalnog kraja cijevi aplikacijskog uredaja.

e Nakon vadenja aplikacijskog uredaja iz aortotomije se zatvarac HS lll ne razvija, te se krvarenje iz aortotomije
mora zaustaviti postavljanjem prsta na aortotomiju.

Mogu nastati sljedeca ostecenja zdravlja pacijenta:

e ZakasSnjenje kirurSkog zahvata: uklanjanje nerazvijenog zatvaraca HS lll, otvaranje novog proksimalnog
zatvaraca HS lll, umetanje zatvaraca u aplikacijski uredaj te uvodenje umetnutog zatvaraca HS Il u izvedenu
aortotomiju (zakasnjenje bez drugog zahvata) naspram odluke o primjeni aortalne kleme za dovrsavanje
anastomoze, posto nije uspjelo razvijanje uvedenog zatvaraca (zakasnjenje s drugim zahvatom).

e Ostecenje tkiva: do oStedenja tkiva moZe dodi uslijed razvijanja uvedenog zatvaraca HS lll, koji je proSiren na
vrhu. Prosiren vrh moze imati veci promjer od distalne cijevi aplikacijskog uredaja. Razvijanje uvedenog
zatvaraca s proSirenim vrhom moZe prouzrociti oSteéenje tkiva u oblasti aortotomije, a u slucaju primjene
vece sile za razvijanje predmetnog zatvaraca pri uvodenju, postoji rizik ozljede zadnjeg zida aorte. Do
ostecenja tkiva moZe dodi i tijekom uklanjanja aplikacijskog uredaja iz aortotomije, razvijanja drugog
uvedenog zatvaraca HS Ill u istu aortotomiju i/ili neophodnosti primjene aortalne kleme za dovrsavanje
aortotomije.

e Krvarenje: do minimalnog gubitka krvi moZe doci tijekom uklanjanja aplikacijskog uredaja iz aortotomije, pri
ru¢nom upravljanju krvarenjem iz aortotomije te aplikacije naknadnog zatvaraca HS Ill. Veci gubitak krvi, koji
bi zahtijevao dodatnu intervenciju, moZe nastati u sluc¢aju ostecenja tkiva.

e Embolijski dogadaj uslijed dodatne manipulacije aortom pri rjeSavanju pogreske pri uvodenju zatvaraca HS
M.

Razvijen zatvarac Heartstring ne daje dostatnu hemostazu: u slucaju da razvijen zatvarac HS lll ne daje dostatnu
hemostazu za to da kirurg moZe dovrsiti proksimalnu anastomozu, ve¢ su dovrseni odredeni koraci u svezi
primjene sustava zatvaranja HS lll, Sto moZe povecati potencijalan rizik oSteé¢enja zdravlja pacijenta. U istom
trenutku ¢e vec biti izvedeni sljedeci koraci:

e Izvedena je aortotomija.

e Uveden zatvarac HS lll je razvijen u aorti.

e Kirurg smatra da je krvarenje iz aorte prejako za izvodenje anastomoze.
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e Zakasnjenje kirurSkog zahvata: do toga moze dodi na sljedeci nacin:

o Dodatno operativno vrijeme potrebno za pokusaj uredenja zatvaraca radi poboljSanja hemostaze
pomocu uvedenog zatvaraca HS IlIl, uklanjanje neispravnog zatvaraca HS lll, otvaranje novog
zatvaraca HS lll, umetanje naknadnog zatvaraca HS Ill i uvodenje pripremljenog zatvaraca HS Ill u
izvedenu aortotomiju (zakasnjenje zahvata bez drugog zahvata).

o Kirurg smatra da je za dovrSavanje anastomoze najprikladnija uporaba aortalne kleme, posto
razvijen zatvara€ HS Il ne daje dostatnu hemostazu za dovrSavanje anastomoze te ili nije na
raspolaganju naknadni zatvara¢ HS lll, ili kirurg donosi odluku da situacija ne omogucéava primjenu
naknadnog zatvaraca HS Ill te upotrebljava aortalnu klemu za dovrSavanje proksimalne anastomoze
tradicionalnom kirurskom tehnikom (zakasnjenje zahvata s drugim zahvatom).

e Ostecenje tkiva: do ostecenja tkiva moze dodi pri manipulaciji predmetnim zatvaracem HS lll, tijekom
razvijanja drugog uvedenog zatvaraca HS Ill u istu aortotomiju i/ili u slu¢aju kada treba prijeéi na primjenu
aortalne kleme radi dovrSavanja aortotomije.

e Krvarenje: mali gubitak krvi u okolici razvijenog zatvaraca HS Il je normalan te se pri izvodenju proksimalne
anastomoze primjenom zatvaraca HS Il moZe ocekivati. Do veceg gubitka krvi, koji bi zahtijevao dodatnu
intervenciju, moze doci pri ostecenju tkiva, bez obzira na uzrok ostecenja.

e Embolijski dogadaj: nastaje dodatnom manipulacijom aortom pri rjeSavanju pogreske, kada zatvarac HS lll
ne daje dostatnu hemostazu.

Od 1. lipnja 2023. do 22. srpnja 2025. je drustvo Getinge zaprimilo sljedece prigovore:
e 274 dojava u svezi pogreske pri uvodenju, Sto predstavlja koli¢inu prigovora od 0,386 %
e 96 dojava u svezi pogreske pri razvijanju, Sto predstavlja koli¢inu prigovora od 0,135 %

¢ 30 dojava u svezi nedostatne hemostaze, Sto predstavlja koli¢inu prigovora od 0,042 %

Preporucene ublazavajuce mjere i koraci:
Drustvo Getinge daje sljedecée upute za izbjegavanje/minimalizaciju gore opisanih pogresaka.

1. Pogreska tijekom uvodenja zatvaraca Heartstring
a. Vaine napomene:

i. U Uputama za uporabu proizvoda se navodi da zatvarac HS Il treba biti uveden i izvaden iz
aplikacijskog uredaja, nakon toga provjeren, te po potrebi modificiran radi potvrdivanja
uspjesnog uvodenja, a nakon toga treba biti osloboden prije uklanjanja adventicije s mjesta
planirane anastomoze i izvodenja aortotomije. Uvodenje zatvaraca HS Il i potvrda uspjesnog
uvodenja prije izvodenja aortotomije minimalizira rizike za pacijenta, posSto aorta ostaje
netaknuta dok se ne potvrdi uspjesno uvodenje zatvaraca HS IIl.

ii. Ako planirano uvodenje zatvaraca HS Ill ne uspije, proizvod bi trebalo zamijeniti.
b. Kako izbjeéi ovu pogresku / minimalizirati njezinu pojavu:
i. Prije uporabe procitajte Upute za uporabu proizvoda Heartstring, prije svega ako Heartstring ne

koristite redovito.

ii. Priuvodenju zatvaraca HS lll postupajte oprezno i poStujte postupno sve korake navedene u
Uputama za uporabu (IFU).

iii. Prema uputama u c¢lanku 4.3-4.5 Uputa za uporabu provijerite je li zatvarac¢ HS lll ispravno
umetnut u aplikacijski uredaj tako sto ¢ete provjeriti umetnut zatvarac HS Il nakon njegovog
umetanja u aplikacijski uredaj i vadenja iz aplikacijskog uredaja.
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iii. Zatvarac HS lll, koji nakon vadenja iz aplikacijskog uredaja nije uredno provjeren, moze tijekom
razvijanja zatajiti te prouzrociti ozljedu pacijenta (vidjeti informacije u svezi Pogreske pri
razvijanju).

iv. Dovrsite uspjeSno uvodenje zatvaraca HS Il prije ¢iSéenja povrsine adventicije, povrsine aorte i
izvodenja aortotomije.

c. Mijere koje treba primijeniti u slu¢aju neuspjeha pri uvodenju zatvaraca HS:
i. Zatvarac HS lll, ¢ije uvodenje nije uspjelo, unistite.

ii. Uvijek imajte u pripravnosti drugi zatvarac HS Ill, kojim ¢ete zamijeniti neispravan uredaj. Radi

uspjesnog uvodenja postujte Upute za uporabu.
2. Pogreska tijekom razvijanja zatvaraca Heartstring u aortotomiju
a. Vaine napomene:

i. Uvjerite se da je zatvarac HS Ill ispravno umetnut u aplikacijski uredaj, kako je navedeno u
prethodnom stavku.
ii. Nakon vadenja umetnutog zatvaraca HS Il iz aplikacijskog uredaja provjerite umetnut zatvarac¢ HS
Ill prema Uputama za uporabu, dio 4.3.-4.5, kako biste potvrdili da:
1. Umetnut zatvarac HS Il nije ispucan.
2. Dio zatvaraca HS llI, koji nije umetnut u cijev aplikacijskog uredaja, nije Siri od promjera
cijevi aplikacijskog uredaja.
3. Uvjerite se da su krajevi zatezne opruge poravnani tako da tijekom uvodenja zatvaraca
HS 11l u aortotomiju dodiruju obadva njegova proksimalna kraja.
b. Kako izbjeci ovu pogresku / minimalizirati njezinu pojavu:
i. Cim potvrdite uspjedno uvodenje zatvaraga HS Ill i izvodenje aortotomije, razvijte uveden
zatvarac HS 1l u aortotomiju. Precizno postujte postupak razvijanja zatvaraca HS I, koji je opisan
u Uputama za uporabu.
ii. Ako se zatvarac HS lll ne razvije prema ocekivanju, proizvod treba zamijeniti.

c. Mijere koje treba primijeniti u slu¢aju neuspjeha pri razvijanju zatvaraca HS Il u aortu:

i. KaZiprstom zatvorite aortotomiju, kako biste zaustavili krvarenje.

ii. Otvorite drugi zatvarac HS lll. Umetnite isti zatvarac prema instrukcijama u Uputama za uporabu.
Uvedite umetnut zatvarac HS Ill u aortotomiju te za dovrsetak anastomoze postujte postupak iz
Uputa za uporabu.

iii. Ako uvodenje drugog zatvaraca HS Ill u aortotomiju nije uspjesno, ili ako kirurg donese odluku da
situacija ne dopusta uporabu naknadnog zatvaraca HS lll, na aortu postavite djelomi¢nu okluzivnu
klemu, ¢ime cete izolirati aortotomiju, te izvedite anastomozu tradicionalnom kirurSkom
tehnikom.

3. Razvijen zatvara€ Heartstring ne daje dostatnu hemostazu:
a. Kako izbjeci ovu pogresku / minimalizirati njezinu pojavu:

i. Priuvodenju zatvaraca HS Il paZljivo izvedite kontrolu, isto kao i nakon njegovog uvodenja, kako
biste potvrdili uspjesno uvodenje zatvaraca HS Ill u aplikacijski uredaj prije ¢is¢enja adventicije
aorte i izvodenja aortotomije (vidjeti prethodne vazne napomene).

ii. Ne upotrebljavajte Proksimalni sustav zatvaranja Heartstring kod pacijenata s aortom koja ima
tanke zidove.

iii. Priizvodenju viSestrukih anastomoza se uvjerite da su sva mjesta anastomoze medusobno
udaljena najmanje 1,5 cm, kako bi se osigurala hemostaza.

iv. Prije razvijanja ne potapajte zatvarac HS Il u otopinu.

b. Mijere koje treba primijeniti u sluaju da se zatvarac HS Il ne otvori / ne daje dostatnu hemostazu nakon
razvijanja.

161 OT# 1336551



GETINGE 3¢

i. KaZiprstom zatvorite aortotomiju te oprezno podesite zateznu oprugu kako biste se uvjerili da je
zatvarac€ HS Il u cijelosti razvijen.
ii. Ako nedostatna hemostaza i dalje traje:

1. lzvadite razvijen zatvarac HS Il iz aortotomije prema instrukcijama u Uputama za
uporabu.

2. Uvedite drugi zatvarac HS Il te razvijte uveden zatvarac u aortotomiji prema
instrukcijama u Uputama za uporabu i dovrsite anastomozu.

3. Ako drugi zatvarac HS Il nije uspjesan, ili ako kirurg donese odluku da situacija ne
dopusta uporabu naknadnog zatvaraca HS lll, na aortu postavite djelomicnu okluzivnu
klemu, ¢ime cete izolirati aortotomiju, te izvedite anastomozu tradicionalnom kirurskom
tehnikom.

Mijere od strane klijenta
Drustvo Getinge od Vas trazi sljedece mjere:

1. Osigurajte dostavu ove poruke svim pojedincima koji trebaju ovo upozorenje u okviru Vase institucije ili druge
institucije kojoj su predmetni uredaji predani.

Dodatne informacije

Drustvo Getinge priopéava ove informacije nadleznim regulatornim tijelima.

Ispricavamo se za bilo kakve neprijatnosti koje Vam po ovom pitanju mogu nastati. Stalo nam je do sigurnosti pacijenata i
cijenimo Vasu brzu reakciju na ovu situaciju. Ako imate bilo kakve nedoumice u svezi ove poruke, obratite se svom
predstavniku drustva Getinge ili sluzbi za klijente Getinge na broju 1-888-880-2874, od ponedjeljka do petka izmedu 8:00
i 17:00 (pacificka vremenska zona).

S pozdravom,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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Morocco (en)

August 2025
Field Safety Notice
Heartstring Il Proximal Seal System
Reference Number: 1336551

Model Number uDI Model Name Serial/Lot Numbers
HS-3045 HSK-3038 00607567700307
HSK-3043 00607567700314 Heartstring lll Proximal Seal System | All Unexpired Lots

00607567700321

Distribution Dates: July 1, 2024 - Present
Manufacturing Dates: March 7, 2024 - Present

Dear Risk Manager,
The purpose of this letter is to advise you that Maquet Cardiovascular, a subsidiary of Getinge, is issuing an
Urgent Medical Device Correction for the Heartstring Il Proximal Seal System (HS Il Seal). Our records indicate

that you have received one or more of the affected devices that are affected by this notification.

Issue Description

Three primary failure modes have been identified.

1. Failure of the Heartstring Seal to Load: This failure applies to any malfunction of the device that occurs
during the four-step loading process using the Heartstring Loading Device, the visual inspection of a
successfully loaded HS 11l Seal, and unlocking the Delivery Device upon successful completion of the HS
Il Seal loading steps.

2. Failure of the Heartstring Seal to Deploy into the aortotomy: This failure applies to any malfunction of
the HS 1l Seal and/or Delivery Device from the time the Delivery Device is successfully unlocked to once
complete delivery of the HS Ill Seal into the aortotomy and all contents of the Proximal Seal (the Tether,
Tension Spring, Seal Stem, Anchor Tab) have exited the Delivery Device.

3. Failure of the deployed Heartstring Seal to provide adequate hemostasis: This failure applies to any
malfunction of a successfully deployed HS Il Seal that does not adequately control bleeding at the
anastomotic to allow the surgeon to perform suturing of the anastomaosis, despite gentle adjustment of
the Tension Spring after Seal deployment and/or the use of a blower mister, suction, or saline syringe to
clear the anastomotic site. This failure includes customer identification of a defective or damaged HS llI
Seal following successful deployment of the HS Ill Seal into the aorta that results/or may result in
inadequate hemostasis that prevents the surgeon to complete the anastomosis without removing the
defective HS Il Seal.

Root cause investigation is ongoing at this time.
Risks to Health
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Failure to Load: When used in accordance with the device Instructions for Use (IFU), a HS Il Seal that fails
to load does not pose a direct risk to the patient. However, this failure may lead to a delay in the surgical
procedure. This delay can range from a few minutes to retrieve and load a new Seal, to a potential
conversion from using the HS Ill Seal to perform the proximal anastomosis to employing an aortic clamp
to complete the procedure.

Failure to Deploy: When the loaded HS Il Seal fails to deploy from the Delivery Device, the following

procedural steps have already been performed and may contribute to the potential risk of patient harm.

If the loaded HS Il Seal fails to deploy from the Delivery Device, several procedural steps will have already

been completed which may increase the potential risk of patient harm.

e The aortotomy has been created.

e The distal end of the Delivery Device Tube has been inserted through the aortotomy.

e The Plunger of the Delivery Device has been depressed, or an attempt has been made to depress it.

e Theloaded HS Il Seal has not successfully deployed from the distal end of the Delivery Device Tube.

e When the Delivery Device is removed from the aortotomy the HS Ill Seal will not be deployed and
bleeding from the aortotomy will need to be controlled by placing a finger over the aortotomy.

The following potential patient harms may occur:

e Surgical procedure delay: to remove the non-deployed HS Ill Seal, open a new HS Il Proximal Seal,
load the Seal into the Delivery Device, and deliver the loaded HS Il Seal into the created aortotomy
(delay without additional intervention) vs. the decision to use an aortic clamp to complete the
anastomosis because the loaded Seal failed to deploy (delay with an additional intervention)

e Tissue damage: may occur as a result of deploying a loaded HS Il Seal that is flared at the tip. A flared
tip will have a diameter that is larger than the distal Delivery Device Tube. Deploying a loaded Seal
that has a flared tip can cause aortotomy tissue damage and if greater force is used to deploy the
affected Seal there is a potential risk of backwalling the aorta during insertion. Tissue damage may
also occur during removal of the Delivery Device from the aortotomy, deploying a second loaded HS
[l Seal into the same aortotomy, and/or needing to convert to use of an aortic clamp to complete the
aortotomy.

o Bleeding: minimal blood loss may occur when removing the Delivery Device from the aortotomy,
controlling the bleeding from the aortotomy manually, and delivering a replacement HS Il Seal.
Greater blood loss, requiring additional intervention, may occur if tissue damage occurs.

e Embolic event resulting from additional manipulation of the aorta to address the HS Il Seal loading
failure.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: When a deployed HS Il Seal
fails to provide adequate hemostasis for the surgeon to complete the proximal anastomosis, several steps
of the HS Ill Seal System use have already been completed and may increase the potential risk of patient
harm. The following procedural steps will have taken place.

e The aortotomy has been created.

e The loaded HS Il Seal has been deployed into the aorta.

e Bleeding from the aorta is deemed by the surgeon too great to perform the anastomosis.

The following potential patient harms may occur:

e Surgical procedure delay: may occur as follows:
o Additional operative time taken to attempt to make Seal adjustments to improve
hemostasis by the delivered HS 1l Seal, remove the defective HS Il Seal, open a new HS Il
Seal, load the replacement HS Il Seal, and deliver the loaded HS Il Seal into the created
aortotomy (procedure delay without additional intervention)
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o Surgeon deems it most appropriate to use an aortic clamp to complete the anastomosis
because the deployed HS Il Seal failed to provide adequate hemostasis to complete the
anastomosis and a replacement HS Il Seal is not available or surgeon preference determines
the situation does not allow for use of a replacement HS Il Seal and an aortic clamp is use to
complete the proximal anastomosis per traditional surgical technique. (procedure delay with
an additional intervention)

e Tissue damage: Tissue damage may occur during manipulation of the affected HS Ill Seal, during Seal
deployment of a second loaded HS 11l Seal into the same aortotomy, and/or needing to convert to use
of an aortic clamp to complete the aortotomy.

e Bleeding: A small amount of blood loss around the deployed HS Ill Seal is normal and expected while
performing the proximal anastomosis using a HS Ill Seal. Greater blood loss requiring additional
intervention may occur when aortic tissue damage occurs, regardless of the cause.

e Embolic event(s): resulting from additional manipulation of the aorta secondary to addressing the HS
[l Seal failure to provide adequate hemostasis.

Between June 1, 2023, and July 22, 2025, Getinge received the following complaints:
e 274 reports related to failure to load, representing a complaint rate of 0.386%
e 96 reports related to failure to deploy, representing a complaint rate of 0.135%
e 30reports related to inadequate hemostasis, representing a complaint rate of 0.042%

Recommended Mitigations and Actions

Getinge is providing the following instructions to avoid/minimize the failures discussed above.

1. Failure of the Heartstring Seal to Load
a. Important reminders:

i. Perthe device IFU, the HS Ill Seal is intended to be loaded and removed from the Loading
Device, then inspected and adjusted if necessary to confirm successful loading and finally
unlocked prior to clearing any adventitia from the planned anastomotic area and creating
the aortotomy. Loading the HS Il Seal and confirming successful loading prior to creating
the aortotomy minimizes risk to patients because the aorta remains untouched until
confirming successful loading of the HS Il Seal.

ii. If the HS Il Seal fails to load as intended, the device should be replaced.

b. How to avoid/minimize occurrence of this failure

i. Review the Heartstring device IFU prior to use, especially if Heartstring is not used on a
routine basis.

ii. Load the HS IIl Seal by carefully following the device step-by-step Instructions for Use
(IFU).

iii. Per Section 4.3-4.5 of the IFU, confirm the HS Ill Seal has been properly loaded into
the Delivery Device by inspecting the loaded HS IIl Seal once the HS Il Seal has been
loaded into the Delivery Device and has been removed from the Loading Device.

iv. A HS Il Seal that is not properly inspected after removal from the Loading Device
may fail during HS Il Seal Deployment and cause patient harm. (see information
relating to Failure to Deploy).

v. Complete successful loading of the HS Ill Seal prior to cleaning the aortic surface
adventitia and creating the aortotomy.
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b. Action to be taken if the HS Il Seal fails to load.
i. Discard the failed HS Ill Seal.
ii.  Always have a second HS Ill Seal available to replace a failed device. Refer to the device IFU to
ensure successful loading.
2. Failure of the Heartstring lll Seal to Deploy into the aortotomy
a. Important reminders:
i. Ensure the HS Il Seal has been properly loaded into the Delivery Device as described in

the section above.

ii. After removing the loaded HS Il Seal from the Loading Device, inspect the loaded HS Il
Seal, according to IFU Sections 4.3-4.5, to confirm the following:

1. Theloaded HS Il Seal is not cracked.
2. The portion of the HS Il Seal that is not loaded into the Delivery Device Tube does not
flare wider than the Delivery Device Tube diameter.
3. The Tension Spring ends are aligned such that they will contact both proximal edges of
the loaded HS Il Seal during Seal delivery into the aortotomy.
b. How to avoid/minimize the occurrence of this failure:

i. After confirmation of successful HS Il Seal loading and creation of the aortotomy, deploy
the loaded HS Ill Seal into the aortotomy by carefully following the steps for HS Il Seal
deployment documented in the device IFU.

ii.  Ifthe HS Il Seal fails to deploy as intended, the device should be replaced.

c. Action to be taken if the HS Il Seal fails to successfully deploy into the aorta.
i. Occlude the aortotomy to control bleeding using an index finger.
ii. Openasecond HS Ill Seal. Load the HS Ill Seal per the device IFU. Deliver the loaded HS Il Seal
into the aortotomy and follow the IFU to complete the anastomosis.
iii.  If delivery of the second HS Il Seal into the aortotomy is not successful, or surgeon
preference determines the situation does not allow for use of a replacement HS Il Seal, place
a partial occlusion clamp on the aorta, isolating the aortotomy, and perform the anastomosis
per traditional surgical technique.
3. Failure of the deployed Heartstring Ill Seal to provide adequate hemostasis:
a. How to avoid/minimize occurrence of this failure mode:
i. Always load and carefully inspect the loaded HS Ill Seal to confirm successful loading of the
HS IIl Seal into the Delivery Device prior to clearing any aorta adventitia and creating the
aortotomy. (See important reminders directly above.)
ii. Do not use the Heartstring Proximal Seal System in patients with a thin-walled aorta.
iii.  When performing multiple anastomosis, ensure all anastomotic sites are at least 1.5 cm
apart to ensure hemostasis.
iv. Do not soak the HS Ill Seal in solution prior to deployment.
b. Action to be taken if the HS Ill Seal does not open/provide adequate hemostasis post Seal
deployment.
i. Cover the aortotomy with an index finger and gently adjust the Tension Spring to
ensure the HS Il Seal has been fully deployed.
ii. If lack of adequate hemostasis persists:
1. Remove the deployed HS Il Seal from the aortotomy per device IFU.
2. Load asecond HS Ill Seal and deploy the loaded Seal into the aortotomy per device
IFU and complete the anastomosis.
3. If the second HS Il Seal is not successful or surgeon preference determines the
situation does not allow for use of a replacement HS Il Seal, place a partial occlusion
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clamp on the aorta, isolating the aortotomy, and perform the anastomosis per
traditional surgical technique.

Customer Actions
Getinge requests that you take the following actions:

1. Please ensure this message is forwarded to any individuals that need notification within your organization
or any organization where the affected devices have been transferred.

Additional Information

Getinge is communicating this information to the appropriate regulatory agencies.
We regret any inconvenience this may cause. We are committed to patient safety and appreciate your prompt
attention to this matter. If you have any questions regarding this communication, please contact your Getinge

representative or Getinge Customer Service.

Sincerely,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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Netherlands (nl)

Augustus 2025
Veiligheidsbericht in het veld
Heartstring Il Proximaal Sealsysteem
Referentienummer: 1336551
Modelnummer uDI Modelnaam Serie-/lotnummers

HS-3045 00607567700307
HSK-3038 00607567700314 | Heartstring Ill Proximaal Sealsysteem :;'5e’|‘siet"’er'°pe”
HSK-3043 00607567700321
Distributiedata: 1juli 2024 - heden
Productiedata: 7 maart 2024 - heden

Geachte risicomanager,
Met deze brief willen we u informeren dat Maquet Cardiovascular, een dochteronderneming van Getinge, een dringende
medische correctie uitvaardigt voor het Heartstring Il Proximal Seal System (HS Ill Seal).Volgens onze gegevens hebt u

een of meer van de apparaten ontvangen waarop deze melding betrekking heeft.

Probleembeschrijving

Er zijn drie primaire faalwijzen geidentificeerd.

1. Falen van de Heartstring Seal om te laden: Deze fout is van toepassing op elke storing van het apparaat die
optreedt tijdens het vierstappen-laadproces met behulp van het Heartstring-laadapparaat, de visuele inspectie
van een succesvol geladen HS lll-zegel en het ontgrendelen van het afgifteapparaat na succesvolle voltooiing van
hetStappen voor het laden van HS lll-afdichtingen.

2. Het mislukken van de Heartstring Sealin de aortotomie: Deze storing is van toepassing op elke storing van de HS
Il-afdichting en/of het afgiftehulpmiddel vanaf het moment dat het afgiftehulpmiddel succesvol is ontgrendeld
tot het moment dat de HS lllI-afdichting volledig in de aortotomie is geplaatst en alle inhoud van de proximale
afdichting (de riem, de spanveer, de afdichtingssteel en het ankerlipje) uit het afgiftehulpmiddel zijn gekomen.

3. Het falen van de geplaatste Heartstring Seal om voor voldoende hemostase te zorgen:Tzijn falen geldt voor
iedereenEen storing van een succesvol geplaatste HS lll-afdichting die de bloeding bij de anastomose niet
voldoende onder controle houdt, waardoor de chirurg de anastomose niet kan hechten, ondanks een
voorzichtige aanpassing van de spanveer na plaatsing van de afdichting en/of het gebruik van een
blaasvernevelaar, zuigpomp of zoutoplossingspuit om de anastomose vrij te maken. Deze storing omvat de
identificatie door de klant van een defecte of beschadigde HS llI-afdichting na succesvolle plaatsing van de
afdichting.HS llIAfsluiting van de aorta die resulteert/kan resulteren in onvoldoende hemostase waardoor de
chirurg de anastomose niet kan voltooien zonder de defecte HS lll-afdichting te verwijderen.

Momenteel wordt er onderzoek gedaan naar de oorzaak.

Risico's voor de gezondheid
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Laden mislukt:Bij gebruik volgens de gebruiksaanwijzing (IFU) van het apparaat vormt een HS IIl Seal die niet
goed laadt geen direct risico voor de patiént. Een dergelijke storing kan echter wel leiden tot vertraging van de
chirurgische ingreep. Deze vertraging kan variéren van enkele minuten voor het ophalen en laden van een
nieuwe Seal tot een mogelijke overstap van de HS lll Seal voor het aanbrengen van de proximale anastomose
naar het gebruik van een aortaklem om de ingreep te voltooien.

Mislukte implementatie:Wanneer de geladen HS Ill Seal niet uit het plaatsingshulpmiddel kan worden geplaatst,
zijn de volgende procedurestappen al uitgevoerd en kunnen deze bijdragen aan het potentiéle risico op letsel bij
de patiént. Als de geladen HS Ill Seal niet uit het plaatsingshulpmiddel kan worden geplaatst, zijn er al
verschillende procedurestappen uitgevoerd, wat het potentiéle risico op letsel bij de patiént kan vergroten.

e De aortotomie is aangelegd.

e Het distale uiteinde van de toedieningsbuis is via de aortotomie ingebracht.

e De zuiger van het toedieningshulpmiddel is ingedrukt, of er is een poging gedaan om deze in te drukken.
e De geladen HS lll-afdichting is niet succesvol geplaatst vanaf het distale uiteinde van de toedieningsbuis.

e Wanneer het toedieningshulpmiddel uit de aortotomie wordt verwijderd, wordt de HS lll-afdichting niet
geplaatst en moet bloeding uit de aortotomie worden gestopt door een vinger op de aortotomie te plaatsen.

De volgende mogelijke schade kan voor de patiént optreden:

e Vertraging van de chirurgische ingreep: om de niet-geplaatste HS lll-afdichting te verwijderen, een nieuwe
HS lll-proximale afdichting te openen, de afdichting in het plaatsingsapparaat te laden en de geladen HS IlI-
afdichting in de gecreéerde aortotomie te plaatsen (vertraging zonder aanvullende interventie) versus de
beslissing om een aortaklem te gebruiken om de anastomose te voltooien omdat de geladen afdichting niet
kon worden geplaatst (vertraging met een aanvullende interventie)

e Weefselschade: kan optreden als gevolg van het plaatsen van een geladen HS lll-afdichting met een
uitlopende punt. Een uitlopende punt heeft een diameter die groter is dan de distale buis van het
toedieningshulpmiddel. Het plaatsen van een geladen afdichting met een uitlopende punt kan schade aan
het aortotomieweefsel veroorzaken en als er meer kracht wordt gebruikt om de aangetaste afdichting te
plaatsen, bestaat er een potentieel risico op terugslag in de aorta tijdens het inbrengen. Weefselschade kan
ook optreden tijdens het verwijderen van het toedieningshulpmiddel uit de aortotomie, het plaatsen van
een tweede geladen HS lll-afdichting in dezelfde aortotomie en/of de noodzaak om over te stappen op het
gebruik van een aortaklem om de aortotomie te voltooien.

e Bloeden: Er kan minimaal bloedverlies optreden bij het verwijderen van het toedieningshulpmiddel uit de
aortotomie, het handmatig onder controle houden van de bloeding uit de aortotomie en het plaatsen van
een vervangende HS lll-afdichting. Er kan meer bloedverlies optreden, waarvoor aanvullende interventie
nodig is, indien er weefselschade optreedt.

o Embolische gebeurtenisals gevolg van extra manipulatie van de aorta om het falen van de HS llI-
afdichtingslading aan te pakken.

Het falen van de geplaatste Heartstring Seal om voor voldoende hemostase te zorgen:Wanneer een geplaatste
HS 1l Seal niet voldoende hemostase biedt voor de chirurg om de proximale anastomose te voltooien, zijn
verschillende stappen van het HS Il Seal-systeem al uitgevoerd en kan dit het potentiéle risico op letsel voor de
patiént vergroten. De volgende procedurestappen hebben plaatsgevonden.

e De aortotomie is aangelegd.

e De geladen HS lll Seal is in de aorta geplaatst.
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e De chirurgis van mening dat de bloeding uit de aorta te ernstig is om een anastomose aan te brengen.

De volgende mogelijke schade kan voor de patiént optreden:
e Vertraging van de chirurgische ingreep: kan als volgt optreden:

O AkExtra operatietijd die nodig is om de afdichting aan te passen om de hemostase te verbeteren door
de geplaatste HS lll-afdichting, de defecte HS lll-afdichting te verwijderen, een nieuwe HS IlI-
afdichting te openen, de vervangende HS lll-afdichting te laden en de geladen HS lll-afdichting in de
gecreéerde aortotomie te plaatsen (procedurevertraging zonder extra interventie)

o De chirurg acht het het meest gepast om een aortaklem te gebruiken om de anastomose te
voltooien, omdat de geplaatste HS lll-afdichting niet voor voldoende hemostase zorgde om de
anastomose te voltooien en een vervangende HS lll-afdichting niet beschikbaar is, of omdat de
voorkeur van de chirurg bepaalt dat de situatie het gebruik van een vervangende HS lll-afdichting
niet toelaat en een aortaklem wordt gebruikt om de proximale anastomose te voltooien volgens de
traditionele chirurgische techniek. (procedurevertraging met een extra ingreep)

e Weefselschade:Er kan weefselschade ontstaan tijdens het manipuleren van de aangedane HS lll-afdichting,
tijdens het plaatsen van een tweede geladen HS lll-afdichting in dezelfde aortotomie en/of de noodzaak om
over te stappen op het gebruik van een aortaklem om de aortotomie te voltooien.

e Bloeden:Een kleine hoeveelheid bloedverlies rond de geplaatste HS lll-afdichting is normaal en te
verwachten tijdens het plaatsen van de proximale anastomose met een HS lll-afdichting. Bij beschadiging
van het aortaweefsel kan er meer bloedverlies optreden, wat een aanvullende ingreep vereist, ongeacht de
oorzaak.

e Embolische gebeurtenis(sen):als gevolg van extra manipulatie van de aorta als gevolg van het onvermogen
van de HS lll-afdichting om voor voldoende hemostase te zorgen.

Tussen 1 juni 2023 en 22 juli 2025 ontving Getinge de volgende klachten:

¢ 274 meldingen met betrekking tot het niet laden, wat neerkomt op een klachtenpercentage van 0,386%

* 96 meldingen met betrekking tot het niet ontplooien, wat neerkomt op een klachtenpercentage van 0,135%

¢ 30 meldingen met betrekking tot onvoldoende hemostase, wat neerkomt op een klachtenpercentage van 0,042%

Aanbevolen maatregelen en acties

Getinge biedt de volgende instructies om de hierboven besproken fouten te voorkomen/minimaliseren.

1. Falen van de Heartstring Seal om te laden
a. Belangrijke herinneringen:

i. Conform de IFU van het hulpmiddel is de HS Il Seal bedoeld om in het laadapparaat te worden
geplaatst en daaruit te worden verwijderd, vervolgens te worden geinspecteerd en indien nodig
aangepast om een succesvolle lading te bevestigen, en ten slotte te worden ontgrendeld voordat
adventitia uit het geplande anastomosegebied wordt verwijderd en de aortotomie wordt
gemaakt. Het laden van de HS Il Seal en het bevestigen van een succesvolle lading véér het
maken van de aortotomie minimaliseert het risico voor patiénten, omdat de aorta onaangeroerd
blijft totdat een succesvolle lading van de HS Ill Seal is bevestigd.

ii. Indien de HS Ill Seal niet laadt zoals bedoeld, dient het hulpmiddel te worden vervangen.
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b. Hoe het optreden van deze storing te voorkomen/minimaliseren
i. Raadpleeg véor gebruik de IFU van het Heartstring-hulpmiddel, vooral als Heartstring niet
routinematig wordt gebruikt.

ii. Laad de HS Ill Seal door de stapsgewijze instructies voor gebruik (IFU) van het hulpmiddel
zorgvuldig te volgen.

iii. Conform sectie 4.3-4.5 van de IFU dient te worden bevestigd dat de HS Il Seal correct in het
afleveringshulpmiddel is geladen door de geladen HS Il Seal te inspecteren nadat deze in het
afleveringshulpmiddel is geplaatst en uit het laadapparaat is verwijderd.

iv. Een HS Il Seal die na verwijdering uit het laadapparaat niet correct wordt geinspecteerd, kan
falen tijdens het ontplooien van de HS Il Seal en schade aan de patiént veroorzaken (zie
informatie met betrekking tot het niet ontplooien).

v. Rond het succesvol laden van de HS Il Seal af voor het reinigen van de adventitia van het
aortaoppervlak en het creéren van de aortotomie.

c. Te ondernemen actie als de HS Il Seal niet laadt.
i. Gooide defecte HS lll-afdichting weg.
ii. Houd altijd een tweede HS lllI-zegel bij de hand om een defect apparaat te vervangen. Raadpleeg
de gebruiksaanwijzing van het apparaat om een succesvolle belading te garanderen.
2. Falen van de Heartstring lll-afdichting bij het ontplooien in de aortotomie
a. Belangrijke herinneringen:

i. Zorg ervoor dat de HS Ill Seal correct in het afleveringshulpmiddel is geladen zoals beschreven in
de bovenstaande sectie.
ii. Inspecteer, na het verwijderen van de geladen HS Il Seal uit het laadapparaat, de geladen HS 1lI
Seal overeenkomstig IFU-secties 4.3—4.5 om het volgende te bevestigen:
1. De geladen HS Ill Seal is niet gebarsten.

2. Het gedeelte van de HS lll Seal dat niet in de buis van het afleveringshulpmiddel is
geladen, wijkt niet verder uit dan de diameter van de buis van het
afleveringshulpmiddel.

3. De uiteinden van de spanningsveer zijn zodanig uitgelijnd dat zij tijdens het inbrengen
van de Seal in de aortotomie contact zullen maken met beide proximale randen van de
geladen HS 11l Seal.

b. Hoe u dit falen kunt voorkomen/minimaliseren:

i. Na bevestiging van succesvol laden van de HS lll Seal en het creéren van de aortotomie,
dient de geladen HS Il Seal in de aortotomie te worden ontplooid door de stappen, voor
het ontplooien van de HS Il Seal zoals vastgelegd in de IFU van het hulpmiddel,
zorgvuldig te volgen.

ii. Indien de HS Il Seal niet wordt ontplooid zoals bedoeld, dient het hulpmiddel te worden

vervangen.

172 OT# 1336551



GETINGE 3¢

c. Maatregelen die moeten worden genomen als de HS lllI-afdichting niet succesvol in de aorta wordt
geplaatst.

i. Sluit de aortotomie af met de wijsvinger om het bloeden te stoppen.

ii. Open een tweede HS lll-afdichting. Laad de HS llI-afdichting volgens de gebruiksaanwijzing van
het apparaat. Plaats de geladen HS Ill-afdichting in de aortotomie en volg de gebruiksaanwijzing
om de anastomose te voltooien.

iii. Als het plaatsen van de tweede HS lll-afdichting in de aortotomie niet lukt, of als de chirurg
oordeelt dat de situatie het gebruik van een vervangende HS lll-afdichting niet toelaat, plaatst u
een gedeeltelijke occlusieklem op de aorta, waardoor de aortotomie wordt geisoleerd, en voert u
de anastomose uit volgens de traditionele chirurgische techniek.

3. Het falen van de geplaatste Heartstring Ill Seal om voor voldoende hemostase te zorgen:
a. Hoe kan dit falen worden vermeden/geminimaliseerd:

i. Laad en inspecteer de geladen HS llI-afdichting altijd zorgvuldig om zeker te weten dat de HS llI-
afdichting succesvol in het plaatsingshulpmiddel is geplaatst, voordat u de aorta-adventitia
vrijmaakt en de aortotomie uitvoert. (Zie de belangrijke opmerkingen hierboven.)

ii. Gebruik het Heartstring Proximal Seal System niet bij patiénten met een dunwandige aorta.

iii. Bij het aanleggen van meervoudige anastomose moet u ervoor zorgen dat alle anastomotische
plaatsen minimaal 1,5 cm uit elkaar liggen om hemostase te garanderen.

iv. Dompel de HS Ill Seal niet onder in een oplossing voordat u hem inzet.

b. Te nemen maatregelen als de HS lll-afdichting niet opengaat of niet voor voldoende hemostase zorgt na
plaatsing van de afdichting.

i. Bedek de aortotomie met een wijsvinger en pas de spanveer voorzichtig aan om ervoor te zorgen
dat de HS lll-afdichting volledig is ontplooid.

ii. Indien er sprake blijft van een gebrek aan adequate hemostase:

1. Verwijder de geplaatste HS lll-afdichting van de aortotomie volgens de
gebruiksaanwijzing van het apparaat.
2. Plaats een tweede HS lll Seal en plaats de geladen Seal in de aortotomie volgens de
gebruiksaanwijzing van het apparaat en voltooi de anastomose.
3. Als de tweede HS lll-afdichting niet succesvol is of als de voorkeur van de chirurg
aangeeft dat de situatie het gebruik van een vervangende HS lll-afdichting niet toelaat,
plaatst u een gedeeltelijke occlusieklem op de aorta, isoleert u de aortotomie en voert u
de anastomose uit volgens de traditionele chirurgische techniek.
Klantacties
Getinge verzoekt u de volgende acties te ondernemen:

1. Zorg ervoor dat dit bericht wordt doorgestuurd naar alle personen binnen uw organisatie die op de hoogte
moeten worden gesteld, of naar organisaties waarnaar de betrokken apparaten zijn overgedragen.

Aanvullende informatie

Getinge geeft deze informatie door aan de bevoegde toezichthoudende instanties.

Onze excuses voor het ongemak. We hechten veel waarde aan de veiligheid van onze patiénten en stellen uw snelle
aandacht voor deze kwestie op prijs. Als u vragen hebt over deze communicatie, neem dan contact op met uw Getinge-
vertegenwoordiger of de klantenservice van Getinge, van maandag tot en met vrijdag tussen 8.00 en 17.00 uur

Contactgegevens:
Getinge Belgium (Luxembourg) Getinge Netherlands

@’ Info.be@getinge.com @’ Info.nl@getinge.com
R, 003223202089 t. 0031353035000

173 OT# 1336551



GETINGE 3¢

Hoogachtend,

Francisco Vicenty
Directeur Kwaliteit & Regelgeving
Getinge, cardiovasculaire chirurgie
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New Zealand (en)
5% February 2026

Urgent Medical Device Product Alert

Heartstring Il Proximal Seal System — Version 2

Users of the medical device listed above

HS-3045, HSK-3038, and HSK-3043
All Unexpired Lots
Manufacturing Dates: March 7, 2024 - Present

090305-WAND-66C8W3

35715

GETINGE New Zealand, after consultation with Medsafe, Ministry of Health wishes to advise you of an UrgentMedical

Device Product Alert for the Heartstring Il Proximal Seal System due to 3 failure modes.

Problem Description

Three primary failure modes have been identified.

1.

Failure of the Heartstring Seal to Load: This failure applies to any malfunction of the device thatoccurs
during the four-step loading process using the Heartstring Loading Device, the visual inspection of a
successfully loaded HS 11l Seal, and unlocking the Delivery Device upon successfulcompletion of the HS Il Seal
loading steps.

Failure of the Heartstring Seal to Deploy into the aortotomy: This failure applies to any malfunction of the
HS Ill Seal and/or Delivery Device from the time the Delivery Device is successfully unlocked to once complete
delivery of the HS Il Seal into the aortotomy and all contents of the Proximal Seal (the Tether, Tension Spring,
Seal Stem, Anchor Tab) have exited the Delivery Device.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: This failure applies to any
malfunction of a successfully deployed HS Il Seal that does not adequately control bleeding at the anastomotic
to allow the surgeon to perform suturing of the anastomosis, despite gentle adjustment of the Tension Spring
after Seal deployment and/or the use of a blower mister, suction,or saline syringe to clear the anastomotic site.
This failure includes customer identification of a defective or damaged HS Il Seal following successful
deployment of the HS Ill Seal into the aorta that results/or may result in inadequate hemostasis that prevents
the surgeon to complete the anastomosis without removing the defective HS Ill Seal.

Root cause investigation is ongoing at this time.

Risks to Health

1.

Failure to Load: When used in accordance with the device Instructions for Use (IFU), a HS 1l Seal that fails to
Getinge New Zealand Phone: 0800 1 438 4643
Level 2, Building B www.getinge.com OT# 1336551
Millennium Centre
600 Great South Road
Ellerslie Auckland 1051
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load does not pose a direct risk to the patient. However, this failure may lead to a delay in the surgical
procedure. This delay can range from a few minutes to retrieve and load a new Seal, to a potential conversion
from using the HS Ill Seal to perform the proximal anastomosis to employing an aortic clamp to complete the
procedure.

2. Failure to Deploy: When the loaded HS Il Seal fails to deploy from the Delivery Device, the following procedural
steps have already been performed and may contribute to the potential risk of patient harm. If the loaded HS IlI
Seal fails to deploy from the Delivery Device, several procedural steps willhave already been completed which
may increase the potential risk of patient harm.

e The aortotomy has been created.
e Thedistal end of the Delivery Device Tube has been inserted through the aortotomy.

The Plunger of the Delivery Device has been depressed, or an attempt has been made to depressit.

The loaded HS Il Seal has not successfully deployed from the distal end of the Delivery Device Tube.

When the Delivery Device is removed from the aortotomy the HS Il Seal will not be deployed and bleeding

from the aortotomy will need to be controlled by placing a finger over the aortotomy.

The following potential patient harms may occur:

e  Surgical procedure delay: to remove the non-deployed HS Ill Seal, open a new HS IIl Proximal Seal, load the
Seal into the Delivery Device, and deliver the loaded HS Il Seal into the created aortotomy (delay without
additional intervention) vs. the decision to use an aortic clamp to complete the anastomosis because the
loaded Seal failed to deploy (delay with an additional intervention)

e Tissue damage: may occur as a result of deploying a loaded HS Il Seal that is flared at the tip. Aflared tip will
have a diameter that is larger than the distal Delivery Device Tube. Deploying a loaded Seal that has a flared
tip can cause aortotomy tissue damage and if greater force is usedto deploy the affected Seal there is a
potential risk of backwalling the aorta during insertion. Tissue damage may also occur during removal of
the Delivery Device from the aortotomy, deploying a second loaded HS Ill Seal into the same aortotomy,
and/or needing to convert to use of an aortic clamp to complete the aortotomy.

e Bleeding: minimal blood loss may occur when removing the Delivery Device from the aortotomy,
controlling the bleeding from the aortotomy manually, and delivering a replacement HS Ill Seal. Greater
blood loss, requiring additional intervention, may occur if tissue damage occurs.

e Embolic event resulting from additional manipulation of the aorta to address the HS Ill Seal loading failure.

3. Failure of the deployed Heartstring Seal to provide adequate hemostasis: When a deployed HS Il Seal fails to
provide adequate hemostasis for the surgeon to complete the proximal anastomosis, several steps of the HS IlI
Seal System use have already been completed and may increase the potential risk of patient harm. The following
procedural steps will have taken place.

e The aortotomy has been created.
e Theloaded HS Il Seal has been deployed into the aorta.
e Bleeding from the aorta is deemed by the surgeon too great to perform the anastomosis.

The following potential patient harms may occur:

e  Surgical procedure delay: may occur as follows:
o Additional operative time taken to attempt to make Seal adjustments to improve hemostasis by
the delivered HS Il Seal, remove the defective HS Il Seal, open a new HS Il Seal, load the
replacement HS Ill Seal, and deliver the loaded HS IlI

seal into the created aortotomy (procedure delay without additional intervention)
o Surgeon deems it most appropriate to use an aortic clamp to complete the anastomosis because
the deployed HS Il Seal failed to provide adequate hemostasis to complete the anastomosis and a
replacement HS Il Seal is not available or surgeon preference determines the situation does not
allow for use of a replacement HS IIl Seal and an aortic clamp is use to complete the proximal
anastomosis per traditional surgical technique. (procedure delay with an additional intervention)
e Tissue damage: Tissue damage may occur during manipulation of the affected HS IIl Seal, during Seal

deployment of a second loaded HS Ill Seal into the same aortotomy, and/or needing to convert to use of an
Getinge New Zealand Phone: 0800 1 438 4643
Level 2, Building B www.getinge.com
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aortic clamp to complete the aortotomy.

e Bleeding: A small amount of blood loss around the deployed HS Il Seal is normal and expected while
performing the proximal anastomosis using a HS Il Seal. Greater blood loss requiring additional
intervention may occur when aortic tissue damage occurs, regardless of the cause.

e Embolic event(s): resulting from additional manipulation of the aorta secondary to addressing the HS IlI
Seal failure to provide adequate hemostasis.

Between June 1, 2023, and July 22, 2025, Getinge received the following complaints:
e 274 reports related to failure to load, representing a complaint rate of 0.386%
e 96 reports related to failure to deploy, representing a complaint rate of 0.135%
e 30reportsrelated to inadequate hemostasis, representing a complaint rate of 0.042%

Recommended Mitigations and Actions

Getinge is providing the following instructions to avoid/minimise the failures discussed above.

1. Failure of the Heartstring Seal to Load
a. Important reminders:

i. Perthe device IFU, the HS Il Seal is intended to be loaded and removed from the Loading
Device, then inspected and adjusted if necessary to confirm successful loading and finally
unlocked prior to clearing any adventitia from the planned anastomotic area and creating the
aortotomy. Loading the HS Il Seal and confirming successful loading prior to creating the
aortotomy minimizes risk to patients because the aorta remains untouched until confirming
successful loadingof the HS IlI Seal.

ii. If the HS Il Seal fails to load as intended, the device should be replaced.

b. How to avoid/minimise occurrence of this failure

i. Review the Heartstring device IFU prior to use, especially if Heartstring is not usedon a routine
basis.

ii. Load the HS Il Seal by carefully following the device step-by-step Instructions forUse (IFU).

iii. PerSection 4.3-4.5 of the IFU, confirm the HS Ill Seal has been properly loaded into the
Delivery Device by inspecting the loaded HS Il Seal once the HS Il Seal has been loaded into
the Delivery Device and has been removed from the LoadingDevice.

iv. A HS Il Seal that is not properly inspected after removal from the Loading Devicemay fail
during HS Il Seal Deployment and cause patient harm. (see information relating to Failure to
Deploy).

v. Complete successful loading of the HS Il Seal prior to cleaning the aortic surfaceadventitia
and creating the aortotomy.

c. Action to be taken if the HS Il Seal fails to load.
i. Discard the failed HS Il Seal.
ii. Always have a second HS Il Seal available to replace a failed device. Refer to thedevice IFU to
ensure successful loading.
2. Failure of the Heartstring lll Seal to Deploy into the aortotomy
a. Important reminders:
i. Ensure the HS lll Seal has been properly loaded into the Delivery Device asdescribed in

the section above.

ii. After removing the loaded HS Il Seal from the Loading Device, inspect the loaded HS IlI Seal,
according to IFU Sections 4.3-4.5, to confirm the following:

1. The loaded HS Il Seal is not cracked.
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2. The portion of the HS Ill Seal that is not loaded into the Delivery DeviceTube does
not flare wider than the Delivery Device Tube diameter.
3. The Tension Spring ends are aligned such that they will contact both proximal
edges of the loaded HS IIl Seal during Seal delivery into theaortotomy.
b. How to avoid/minimise the occurrence of this failure:

i. After confirmation of successful HS Ill Seal loading and creation of the aortotomy,deploy the
loaded HS Il Seal into the aortotomy by carefully following the steps for HS Il Seal
deployment documented in the device IFU.

ii. Ifthe HS Il Seal fails to deploy as intended, the device should be replaced.
c. Action to be taken if the HS Ill Seal fails to successfully deploy into the aorta.

i. Occlude the aortotomy to control bleeding using an index finger.

ii. Open asecond HS Il Seal. Load the HS Ill Seal per the device IFU. Deliver theloaded HS IlI
Seal into the aortotomy and follow the IFU to complete the anastomosis.

iii. If delivery of the second HS Il Seal into the aortotomy is not successful, or surgeon
preference determines the situation does not allow for use of a replacement HS Il Seal, place
a partial occlusion clamp on the aorta, isolating theaortotomy, and perform the anastomosis
per traditional surgical technique.

3. Failure of the deployed Heartstring lll Seal to provide adequate hemostasis:
a. How to avoid/minimise occurrence of this failure mode:

i. Always load and carefully inspect the loaded HS Il Seal to confirm successful loading of the HS
Il Seal into the Delivery Device prior to clearing any aorta adventitia and creating the
aortotomy. (See important reminders directly above.)

ii. Do not use the Heartstring Proximal Seal System in patients with a thin-walled aorta.
iii. When performing multiple anastomosis, ensure all anastomotic sites are at least
1.5 cm apart to ensure hemostasis.
iv. Do not soak the HS Il Seal in solution prior to deployment.
b. Action to be taken if the HS Il Seal does not open/provide adequate hemostasis post Sealdeployment.
i. Cover the aortotomy with an index finger and gently adjust the Tension Spring toensure the
HS 11l Seal has been fully deployed.
ii. If lack of adequate hemostasis persists:
1. Remove the deployed HS IIl Seal from the aortotomy per device IFU.

2. Load asecond HS Il Seal and deploy the loaded Seal into the aortotomy per device
IFU and complete the anastomosis.

If the second HS Il Seal is not successful or surgeon preference determines the situation does not allow for use of a

replacement HS Ill Seal, place a partial occlusion clamp on the aorta, isolating the aortotomy, and perform the
anastomosis per traditional surgical technique

Customer Actions
Getinge requests that you take the following actions:

1. Please ensure this message is forwarded to any individuals that need notification within your organisation
or any organisation where the affected devices have been transferred.

Please complete this document and email to your local Getinge New Zealand office.

Email: Quality. AUNZ@getinge.com

We apologise for any inconvenience this Urgent Medical Device Product Alert may cause. If you have any questions,
please contact your Getinge representative or call the Getinge Customer Support 0800 1 438 4643.

Getinge New Zealand Phone: 0800 1 438 4643

Level 2, Building B www.getinge.com

Millennium Centre OT# 1336551
600 Great South Road

Ellerslie Auckland 1051

New Zealand
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Yours Sincerely,

Nicole Ditrich
QRC Manager

Australia & New Zealand
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Norway (no)

August 2025

Sikkerhetsvarsel Heartstring
lll Proximal Seal System
Referansenummer: 1336551

Modellnummer uDI Modellnavn Serie-/partinumre
HS-3045 00607567700307
HSK-3038 00607567700314 Heartstring lll Proximal Seal System | Alle ikke-utlgpte
HSK-3043 00607567700321 partier
Distribusjonsdatoer: 1. juli 2024 — n3
Fabrikasjonsdatoer: 7. mars 2024 — n3

Kjeere kunde.
Formalet med dette brevet er d informere deg om at Maquet Cardiovascular, et datterselskap av Getinge,
iverksetter en kritisk korrigering av medisinsk utstyr for Heartstring Il Proximal Seal System (HS Il Seal). Vare

registre viser at dere har mottatt ett eller flere av produktene som er bergrt av dette varselet.

Beskrivelse av problemet

Det er identifisert tre primaere feilmoduser.

1. Mislykket innlasting av Heartstring-forseglingen: Denne feilen gjelder enhver funksjonsfeil pa enheten
som oppstar under firetrinns innlastingssprosessen med Heartstring-innlastingsenheten, visuell
inspeksjon av riktig innlastet HS Il Seal-forsegling og opplasing av leveringsenheten etter at
innlastingstrinnene for HS Ill Seal er utfgrt.

2. Mislykket utplassering av Heartstring Seal i aortotomien: Denne feilen gjelder enhver funksjonsfeil pa
HS 1l Seal og/eller leveringsenheten fra tidspunktet der leveringsenheten er last opp, til tidspunktet der
leveringen av HS Ill Seal-forseglingen i aortotomien er fullfgrt og alt innholdet i Proximal Seal (festet,
strammefjaeren, forseglingsskaftet, forankringsfliken) har kommet ut av leveringsenheten.

3. Den utplasserte Heartstring Seal-forseglingen gir ikke tilstrekkelig hemostase: Denne feilen gjelder
enhver funksjonsfeil der HS Il Seal-forseglingen er utplassert pa riktig mate, men ikke kontrollerer
blgdningen ved anastomosen tilstrekkelig til at kirurgen kan suturere anastomosen, til tross for forsiktig
justering av strammefjaeren etter utplassering av forseglingen og/eller bruk av sarskylling, sug eller
saltvannssprgyte for a rengjgre anastomosestedet. Denne feilen inkluderer HS Il Seal-forsegling som
identifiseres som defekt eller skadet etter vellykket utplassering av HS Il Seal-forsegling i aorta, som
ferer til eller kan fgre til utilstrekkelig hemostase og som hindrer kirurgen i a fullfgre anastomosen uten
a fjerne den defekte HS IIl Seal-forseglingen.

En undersgkelse av den underliggende arsaken pagar for gyeblikket.

Helsefare
1. Mislykket innlasting: En HS Il Seal-forsegling som ikke lastes inn pa riktig mate, utgjgr ingen direkte risiko for
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pasienten ved bruk i henhold til bruksanvisningen for enheten. Denne feilen kan imidlertid fgre til forsinkelse i den
kirurgiske prosedyren. Denne forsinkelsen kan variere fra noen fa minutter for 3 hente ut og laste inn en ny Seal-
enhet, til potensiell metodeendring fra @ bruke HS IIl Seal til & utfgre den proksimale anastomosen til & bruke en
aortaklemme for a fullfgre prosedyren.

Mislykket utplassering: Hvis den innlastede HS Ill Seal-forseglingen ikke blir utplassert av leveringsenheten, er de

felgende prosedyretrinnene allerede utfgrt, og kan bidra til potensiell risiko for pasientskade. Hvis den innlastede

HS Il Seal-forseglingen ikke kunne plasseres av leveringsenheten, er flere prosedyretrinn allerede fullfgrt, noe som

kan gke den potensielle risikoen for pasientskade.

e Aortotomien er opprettet.

e Den distale enden av rgret pa leveringsenheten er satt inn gjennom aortotomien.

e Stempelet pa leveringsenheten er trykket ned, eller det er gjort et forsgk pa a trykke det ned.

e Deninnlastede HS Il Seal-forseglingen ble ikke utplassert fra den distale enden av rgret pa leveringsenheten.

e Nar leveringsenheten fjernes fra aortotomien, vil HS Il Seal-forseglingen ikke vaere utplassert, og blgdningen
fra aortotomien ma kontrolleres ved a sette en finger over aortotomien.

Fglgende potensielle pasientskader kan oppsta:

e Forsinkelse av den kirurgiske prosedyren: For a fjerne HS Ill Seal-forseglingen som ikke ble utplassert, skal du
apne en ny HS lll Proximal Seal-forsegling, laste den inn i leveringsenheten og utplassere den innlastede HS lll
Seal-forseglingen i den opprettede aortotomien (forsinkelse uten ytterligere inngrep) i motsetning til
beslutningen om 3 bruke en aortaklemme for a fullfgre anastomosen fordi den innlastede Seal-forseglingen
ikke ble utplassert (forsinkelse med ytterligere inngrep)

e Vevsskade: kan oppsta som fglge av utplassering av en innlastet HS Il Seal-forsegling som er utvidet ved
spissen. En utvidet spiss vil ha en diameter som er stgrre enn det distale rgret pa leveringsenheten.
Utplassering av en innlastet Seal-forsegling med utvidet spiss kan forarsake skade pa aortotomivevet, og hvis
det brukes mer kraft for a Igse ut den bergrte Seal-forseglingen, er det en potensiell risiko for & treffe motsatt
aortavegg under plasseringen. Vevsskade kan ogsa oppsta nar leveringsenheten fjernes fra aortotomien, ved
utplassering av en ny innlastet HS Il Seal-forsegling i samme aortotomi, og/eller ved behov for & endre
metode og bruke en aortaklemme for a fullfgre aortotomien.

e Blgdning: Minimalt blodtap kan forekomme ved fjerning av leveringsenheten fra aortotomien, manuell
kontroll av blgdningen og plassering av en ny HS Il Seal-forsegling. Stgrre blodtap, som krever ytterligere
inngrep, kan forekomme hvis det oppstar vevsskade.

e Embolisk hendelse som fglge av ytterligere manipulering av aorta for & handtere HS Il Seal-forsegling som er
feil innlastet.

Den utplasserte Heartstring Seal-forseglingen gir ikke tilstrekkelig hemostase: Hvis en utplassert HS Il Seal-
forsegling ikke gir tilstrekkelig hemostase til at kirurgen kan fullfgre den proksimale anastomosen, er flere trinn i
bruken av HS Ill Seal-systemet allerede utfgrt, og det kan gke den potensielle risikoen for pasientskade. Fglgende
prosedyretrinn vil veere utfgrt.

e Aortotomien er opprettet.
e Deninnlastede HS Il Seal-forseglingen er utplassert i aorta.
e Blgdningen fra aorta vurderes av kirurgen som for stor til 3 utfgre anastomosen.

Folgende potensielle pasientskader kan oppsta:

e Forsinkelse av den kirurgiske prosedyren: kan oppsta pa felgende mate:

O VYiterligere tidsbruk i operasjonen ved forsgk pa 3 justere en Seal-forsegling for a forbedre
hemostasen med en plassert HS Ill Seal-forsegling, fijerne en defekt HS Ill Seal-forsegling, apne en ny
HS 1lI Seal-forsegling, laste inn en ny HS Ill Seal-forsegling og plassere den innlastede HS Il Seal-
forseglingen i den opprettede aortotomien (prosedyreforsinkelse uten ytterligere inngrep)

O Kirurgen anser det som mest hensiktsmessig a bruke en aortaklemme for a fullfgre anastomosen
fordi den utplasserte HS Ill Seal-forseglingen ikke gir tilstrekkelig hemostase til & fullfgre anastomosen
og en ny HS Il Seal-forsegling ikke er tilgjengelig, eller kirurgen vurderer at situasjonen ikke tillater
bruk av en ny HS Il Seal-forsegling, og en aortaklemme brukes til & fullfgre den proksimale
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anastomosen i henhold til tradisjonell kirurgisk teknikk. (prosedyreforsinkelse med et ekstra inngrep)

e Vevsskade: Vevsskade kan oppstd under manipulering av den bergrte HS 1l Seal-forseglingen, under
utplassering av Seal-forseglingen fra en ny innlastet HS Ill Seal-forsegling i den samme aortotomien, og/eller
ved behov for a endre metode til bruk av aortaklemme for & fullfgre aortotomien.

e Blgdning: Et mindre blodtap rundt den utplasserte HS Il Seal-forseglingen er normalt og forventes nar den
proksimale anastomosen utfgres med en HS Il Seal-forsegling. Stgrre blodtap som krever ytterligere inngrep
kan forekomme hvis det oppstar skade pa aortavevet, uansett arsak.

e Emboliske hendelser: som fglge av ytterligere manipulering av aorta etter at HS Il Seal-forseglingen ikke har
gitt tilstrekkelig hemostase.

Mellom 1. juni 2023 og 22. juli 2025 mottok Getinge fglgende klager:

e 274 rapporter relatert til feil ved lasting, representerer en klagefrekvens pa 0,386 %
e 96 rapporter relatert til manglende utplassering, noe som representerer en klagefrekvens pa 0,135 %
e 30 rapporter relatert til utilstrekkelig hemostase, noe som representerer en klagefrekvens pa 0,042 %

Anbefalte tiltak

Getinge gir fglgende instruksjoner for 3 unnga/minimere de ovennevnte feilene .

1. Mislykket innlasting av Heartstring Seal-forsegling
a. Viktige merknader:

i. I'henhold til bruksanvisningen for enheten skal HS IIl Seal-forseglingen lastes inn og fjernes fra
innlastingsenheten, og deretter inspiseres og justeres om ngdvendig for a bekrefte vellykket
innlasting og til slutt I3ses opp fgr eventuell adventitia fjernes fra det planlagte
anastomoseomradet og aortotomien opprettes. Innlasting av HS Ill Seal og bekreftelse av
vellykket innlasting fg@r aortotomien opprettes minimerer risikoen for pasientene fordi aorta
forblir ubergrt til det er bekreftet at innlastingen av HS lll Seal-forseglingen er vellykket.

ii. Hvis HS Il Seal-forseglingen ikke lastes som tiltenkt, ma enheten skiftes ut.

b. Hvordan unnga/minimere forekomsten av denne feilen

i. Les bruksanvisningen for Heartstring f@r bruk, spesielt hvis Heartstring ikke brukes
rutinemessig.

ii. Lastinn HS Il Seal-forseglingen ved a fglge trinnene i bruksanvisningen for enheten ngye.

iii. Bekreft at HS Ill Seal-forseglingen er riktig lastet inn i leveringsenheten i henhold til avsnitt 4.3-
4.5. Gjgr dette ved 3 inspisere den innlastede HS Ill Seal-forseglingen nar HS Il Seal-
forseglingen er lastet inn i leveringssenheten og fjernet fra innlastingsenheten.

iv. En HS Ill Seal-forsegling som ikke inspiseres pa riktig mate etter at den er fjernet fra
innlastingsenheten, kan svikte under utplassering av HS Ill Seal-forseglingen og forarsake
pasientskade. (se informasjon om mislykket utplassering).

v. Utfgr riktig innlasting av HS Il Seal-forseglingen f@r adventitia fjernes fra aortaoverflaten og
aortotomien opprettes.

a. Tiltak som skal iverksettes hvis innlasting av HS Il Seal-forseglingen mislykkes.
i. Kast den defekte HS Il Seal-forseglingen.
ii. Ha alltid en ekstra HS Ill Seal-forsegling tilgjengelig for a erstatte en eventuell defekt enhet. Se
bruksanvisningen for enheten for a sikre vellykket innlasting.
2. Mislykket utplassering av Heartstring 1l Seal-forseglingen i aortotomien
a. Viktige merknader:

i. Kontroller at HS lll-forseglingen er riktig lastet inn i leveringsenheten som beskrevet i avsnittet
ovenfor.

ii. Etter at den lastede HS lll-forseglingen er fjernet fra lasteenheten, inspiserer du den lastede HS IlI-
forseglingen i henhold til avsnitt 4.3-4.5 i bruksanvisningen for a bekrefte fglgende:
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1. Deninnlastede HS Il Seal-forseglingen er ikke sprukket.
Delen av HS Il Seal-forseglingen som ikke er lastet inn i rgret i leveringsenheten, er ikke videre
enn leveringsenhetens rgrdiameter.
3. Endene av strammefjaeren er innrettet slik at de bergrer begge de proksimale kantene pa den
innlastede HS Il Seal-forseglingen nar Seal-forseglingen settes inn i aortotomien.
b. Hvordan unnga/minimere forekomsten av denne feilen:

i.  Etter at vellykket innlasting av HS Ill Seal-forseglingen er bekreftet og aortotomien er opprettet,
utplasseres den innlastede HS Il Seal-forseglingen i aortotomien ved a fglge trinnene for
plassering av HS Il Seal-forseglingen i bruksanvisningen for enheten.

ii. Hvis HS Ill Seal-forseglingen ikke blir utplassert som tiltenkt, ma enheten skiftes ut.

c. Tiltak som skal iverksettes hvis utplassering av HS Il Seal-forseglingen i aorta mislykkes.

i.  Okkluder aortotomien med pekefingeren for & kontrollere blgdningen.

ii.  Apne en ny HS Ill Seal-forsegling. Last inn HS Ill Seal-forseglingen i henhold til bruksanvisningen for
enheten. Utplasser den innlastede HS Il Seal-forseglingen i aortotomien og fglg bruksanvisningen for a
fullfgre anastomosen.

iii.  Hvis innsetting av den andre HS Ill Seal-forseglingen i aortotomien mislykkes, eller hvis kirurgen
vurderer at situasjonen ikke tillater bruk av en ny HS Ill Seal-forsegling, okkluderes aorta delvis med en
klemme for a isolere aortotomien, og anastomosen utfgres i henhold til tradisjonell kirurgisk teknikk.

3. Hvis Heartstring 1l Seal-forseglingen ikke gir tilstrekkelig hemostase:
a. Hvordan unnga/minimere forekomsten av denne feilmodusen:
i. Lastinn HS Il Seal-forseglingen og inspiser den alltid ngye for a bekrefte vellykket innlasting av HS
Il Seal-forseglingen i leveringsenheten fgr adventitia fjernes fra aorta og aortotomien opprettes.
(Se viktige merknader ovenfor.)
ii.  Ikke bruk Heartstring Proximal Seal System pa pasienter med tynne aortavegger.
iii. Ved utfgring av flere anastomoser ma det sikres at alle anastomosestedene er minst 1,5 cm fra
hverandre for a sikre hemostase.
iv.  HS Il Seal skal ikke blgtlegges i vaeske fgr bruk.
b. Tiltak som skal iverksettes hvis HS Il Seal-forseglingen ikke &pnes/gir tilstrekkelig hemostase etter at
forseglingen er utplassert.
i. Dekk aortotomien med pekefingeren og juster strammefjaeren forsiktig for a sikre at HS Il Seal-
forseglingen er fullstendig utplassert.
ii.  Hvis det fortsatt ikke er tilstrekkelig hemostase:
1. Fjern den utplasserte HS Il Seal-forseglingen fra aortotomien i henhold til
bruksanvisningen for enheten.
2. Lastinnen annen HS lll Seal-forsegling og utplasser den innlastede forseglingen i
aortotomien i henhold til bruksanvisningen for enheten, og fullfgr anastomosen.
3. Huvis plassering av den andre HS Ill Seal-forseglingen mislykkes, eller hvis kirurgen
vurderer at situasjonen ikke tillater bruk av en ny HS Ill Seal-forsegling, okkluderes
aorta delvis med en klemme for a isolere aortotomien, og anastomosen utfgres i
henhold til tradisjonell kirurgisk teknikk.

Kundetiltak
Getinge ber om at fglgende tiltak gjennomfgres:

1. Videresend denne meldingen til alle som trenger a bli varslet i din organisasjon eller eventuelle andre
organisasjoner som har mottatt de aktuelle enhetene.

Ytterligere opplysninger

Getinge formidler denne informasjonen til relevante tilsynsmyndigheter.
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Vi beklager eventuelle ulemper dette medfgrer. Pasientsikkerhet er viktig for oss, og vi setter pris pa raskt
svar i denne saken. Hvis du har spgrsmal angaende denne informasjonen, kan du kontakte din Getinge-
representant eller Getinges kundeservice pa tel. +47 23 03 52 00

Vennlig hilsen

Francisco Vicenty
Director, Quality & Regulatory Compliance
Getinge, Cardiovascular Surgery
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Paraguay (es)
Agosto 2025

Aviso de seguridad Urgente
Sistema de obturacién proximal Heartstring Ill
NuUmero de referencia FSCA: 1336551
Numero de uDI Nombre del modelo Numeros de
modelo serie/lote

HSK-3045 00607567700307

Sistema de obturacion proximal
HSK-3038 00607567700314 _ P Todos los lotes no

Heartstring IlI caducados
HSK-3043 00607567700321
Fechas de distribucion: 1 de julio de 2024 - Actualidad
Fechas de fabricacion: 7 de marzo de 2024 - Actualidad

Estimado gestor de riesgos,
El objetivo de esta carta es informarle de que Maquet Cardiovascular, una filial de Getinge, esta emitiendo una
correccién urgente de dispositivos médicos para el sistema de sellado proximal Heartstring Ill (HS 11l Seal). Segun

nuestros registros, usted ha recibido uno o varios de los dispositivos afectados por esta notificacion.

Descripcion del Problema

Se han identificado tres modos de fallo principales.

1. Fallo en la carga del sello Heartstring: Este fallo se aplica a cualquier mal funcionamiento del
dispositivo que se produzca durante el proceso de carga de cuatro pasos utilizando el dispositivo de
carga Heartstring, la inspeccion visual de un sello HS Il cargado correctamente y el desbloqueo del
dispositivo de administracidn tras completar con éxito los pasos de carga del sello HS IIl.

2. Fallo del sello cardiaco al desplegarse en la aortotomia: Este fallo se aplica a cualquier mal
funcionamiento del sello HS Il y/o del dispositivo de implantacion desde el momento en que el
dispositivo de implantacién se desbloquea correctamente hasta que se completa la implantacion del
sello HS Ill en la aortotomia y todo el contenido del sello proximal (la correa, el resorte de tensién, el
vastago del sello y la lenglieta de anclaje) ha salido del dispositivo de implantacion.

3. Fallo del sellado Heartstring desplegado para proporcionar una hemostasia adecuada: Este fallo se
aplica a cualquier mal funcionamiento de un sello HS Ill implantado correctamente que no controle
adecuadamente el sangrado en la anastomosis para permitir al cirujano realizar la sutura de la
anastomosis, a pesar del ajuste suave del resorte de tension tras la implantacidn del sello y/o el uso de
un nebulizador, succién o jeringa de solucion salina para limpiar el sitio de la anastomosis. Este fallo
incluye la identificacion por parte del cliente de un sello HS Ill defectuoso o dafiado tras el despliegue
correcto del sello HS lll en la aorta, lo que da lugar o puede dar lugar a una hemostasia inadecuada que
impide al cirujano completar la anastomaosis sin retirar el sello HS Il defectuoso.

En estos momentos se esta investigando la causa raiz.
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Riesgos para la salud

Error al cargar: Cuando se utiliza de acuerdo con las instrucciones de uso (IFU) del dispositivo, un sello
HS Il que no se carga no supone un riesgo directo para el paciente. Sin embargo, este fallo puede
provocar un retraso en la intervencién quirurgica. Este retraso puede variar desde unos minutos para
recuperar y cargar un nuevo sello, hasta una posible conversién del uso del sello HS Il para realizar la
anastomosis proximal al empleo de una pinza adrtica para completar la intervencion.

Fallo en la implementacidon: Cuando el sello HS Ill cargado no se despliega desde el dispositivo de

administracién, ya se han realizado los siguientes pasos del procedimiento, lo que puede contribuir al

riesgo potencial de dafio al paciente. Si el sello HS Il cargado no se despliega desde el dispositivo de

administracion, ya se habran completado varios pasos del procedimiento, lo que puede aumentar el

riesgo potencial de dafio al paciente.

e Se harealizado la aortotomia.

e El extremo distal del tubo del dispositivo de administracion se ha insertado a través de la aortotomia.

e Se ha presionado el émbolo del dispositivo de administracién o se ha intentado presionarlo.

e Elsello HS Ill cargado no se ha desplegado correctamente desde el extremo distal del tubo del
dispositivo de administracion.

e Cuando se retira el dispositivo de administracion de la aortotomia, el sello HS Ill no se desplegaray
serd necesario controlar el sangrado de la aortotomia colocando un dedo sobre ella.

Pueden producirse los siguientes dafios potenciales para el paciente:

e Retraso del procedimiento quirtirgico: para retirar el HS Ill Seal no desplegado, abrir un nuevo HS llI
Proximal Seal, cargar el Seal en el dispositivo de liberacion (Delivery Device) y entregar el HS Il Seal
cargado en la aortotomia creada (retraso sin intervencion adicional) vs. la decisién de utilizar una
pinza adrtica para completar la anastomosis debido a que el Seal cargado no se desplegd (retraso
con una intervencién adicional).

e Daiio tisular: puede ocurrir como resultado del despliegue de un HS Ill Seal cargado que esté
ensanchado en la punta. Una punta ensanchada tendra un didmetro mayor que el tubo distal del
dispositivo de liberacién. El despliegue de un Seal cargado con la punta ensanchada puede causar
dafio al tejido de la aortotomia y, si se aplica mayor fuerza para desplegar el Seal afectado, existe un
riesgo potencial de perforar la pared posterior de la aorta durante la insercién. El dafio tisular
también puede ocurrir durante la retirada del dispositivo de liberacién de la aortotomia, al
desplegar un segundo HS Il Seal cargado en la misma aortotomia y/o al necesitar convertir el
procedimiento al uso de una pinza adrtica para completar la aortotomia.

e Sangrado: puede producirse una pérdida minima de sangre al retirar el dispositivo de liberacion de
la aortotomia, al controlar manualmente el sangrado de la aortotomia y al colocar un HS Il Seal de
reemplazo. Puede producirse una mayor pérdida de sangre, que requiera intervencion adicional, si
ocurre dafo tisular.

e Evento embdlico como resultado de la manipulacién adicional de la aorta para abordar la falla en la
carga del HS Il Seal.

Falla del Heartstring Seal desplegado para proporcionar hemostasia adecuada: uando un HS Il Seal
desplegado no logra proporcionar una hemostasia adecuada para que el cirujano complete la
anastomosis proximal, varios pasos del uso del Sistema HS IIl Seal ya se han completado y pueden
aumentar el riesgo potencial de dafio al paciente. Los siguientes pasos del procedimiento ya se habran
realizado.

e Se ha creado la aortotomia.
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e EIHS Il Seal cargado se ha desplegado en la aorta.

e Elsangrado de la aorta es considerado por el cirujano como demasiado abundante para realizar la
anastomosis.

Los siguientes dafios potenciales al paciente pueden ocurrir:

e Retraso del procedimiento quirurgico: puede ocurrir de la siguiente manera:

Tiempo operatorio adicional necesario para intentar realizar ajustes en el Seal con el fin de
mejorar la hemostasia proporcionada por el HS Ill Seal implantado, retirar el HS Il Seal
defectuoso, abrir un nuevo HS Il Seal, cargar el HS Ill Seal de reemplazo y colocar el HS llI
Seal cargado en la aortotomia creada (retraso del procedimiento sin intervencion adicional).

o Elcirujano considera mas apropiado utilizar una pinza aértica para completar la anastomosis
debido a que el HS Ill Seal desplegado no logré proporcionar hemostasia adecuada para
completarla y no hay un HS lll Seal de reemplazo disponible, o la preferencia del cirujano
determina que la situacién no permite el uso de un HS Il Seal de reemplazo y se utiliza una
pinza adrtica para completar la anastomosis proximal segln la técnica quirurgica tradicional.
(retraso del procedimiento con intervencién adicional)

e Dailo tisular: puede ocurrir durante la manipulacién del HS Il Seal afectado, durante el despliegue
de un segundo HS Il Seal cargado en la misma aortotomia y/o al necesitar convertir el
procedimiento al uso de una pinza adrtica para completar la aortotomia.

e Sangrado: Una pequefia cantidad de pérdida de sangre alrededor del HS Il Seal desplegado es
normal y esperada al realizar la anastomosis proximal utilizando un HS Il Seal. Puede producirse una
mayor pérdida de sangre que requiera intervencién adicional cuando ocurre dafio del tejido adrtico,
independientemente de la causa.

e Evento(s) embdlico(s): como resultado de la manipulaciéon adicional de la aorta secundaria a la
necesidad de abordar la falla del HS Ill Seal en proporcionar hemostasia adecuada.

Entre el 1 de junio de 2023 y el 22 de julio de 2025, Getinge recibid las siguientes quejas:
e 274 reportes relacionados con falla de carga, lo que representa una tasa de quejas del 0,386%
e 96 reportes relacionados con falla de despliegue, lo que representa una tasa de quejas del 0,135%
e 30 reportes relacionados con hemostasia inadecuada, lo que representa una tasa de quejas del 0,042%

Medidas y acciones recomendadas

Getinge proporciona las siguientes instrucciones para evitar/minimizar las fallas descritas anteriormente.

1. Falla del Heartstring Seal al cargar
a. Recordatorios importantes:

i. Segun las Instrucciones de Uso (IFU) del dispositivo, el HS 11l Seal debe cargarse y
retirarse del dispositivo de carga (Loading Device), luego inspeccionarse y ajustarse si es
necesario para confirmar una carga exitosa y finalmente desbloquearse antes de retirar
cualquier adventicia del drea anastomatica planificada y crear la aortotomia. Cargar el HS
Il Seal y confirmar una carga exitosa antes de crear la aortotomia minimiza el riesgo para
los pacientes, ya que la aorta permanece intacta hasta confirmar que la carga del HS llI
Seal fue exitosa.

ii. Siel HS Ill Seal no se carga segun lo previsto, el dispositivo debe reemplazarse.

b. Cdémo evitar/minimizar la ocurrencia de esta falla
i. Revisar las Instrucciones de Uso (IFU) del dispositivo Heartstring antes de su

utilizacion, especialmente si Heartstring no se utiliza de forma rutinaria.
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ii. Cargar el HS Ill Seal siguiendo cuidadosamente las Instrucciones de Uso (IFU) del
dispositivo paso a paso.

iii. De acuerdo con las Secciones 4.3-4.5 de las IFU, confirmar que el HS Il Seal ha sido
correctamente cargado en el dispositivo de liberacion (Delivery Device) inspeccionando
el HS Il Seal cargado una vez que haya sido introducido en el Delivery Device y retirado
del dispositivo de carga (Loading Device).

iv. Un HS lll Seal que no sea inspeccionado adecuadamente después de retirarlo del
dispositivo de carga (Loading Device) puede fallar durante el despliegue del HS Il Seal y
causar dafio al paciente. (Ver la informacidn relacionada con Falla de Despliegue).

v. Completar la carga exitosa del HS Il Seal antes de limpiar la adventicia de la
superficie adrtica y crear la aortotomia.
C. Accion atomar si el HS Il Seal falla al cargarse.
i. Desechar el HS Il Seal defectuoso.
ii. Tener siempre disponible un segundo HS Ill Seal para reemplazar un dispositivo
defectuoso. Consultar las IFU del dispositivo para asegurar una carga exitosa.
2. Falla del Heartstring lll Seal al desplegarse en la aortotomia
a. Recordatorios importantes:
i. Asegurarse de que el HS lll Seal haya sido correctamente cargado en el dispositivo de
liberacion (Delivery Device), tal como se describe en la seccidn anterior.
ii. Después de retirar el HS Il Seal cargado del dispositivo de carga (Loading Device),
inspeccionar el HS Il Seal cargado, de acuerdo con las Secciones 4.3—4.5 de las IFU,
para confirmar lo siguiente:

1. Que el HS lll Seal cargado no esté agrietado.

2. Que la porcidon del HS 1l Seal que no esta dentro del tubo del Delivery
Device no esté ensanchada mas alla del didametro del tubo del Delivery
Device.

3. Que los extremos del resorte de tensidn (Tension Spring) estén alineados de
modo que contacten ambos bordes proximales del HS Il Seal cargado
durante la colocacion del Seal en la aortotomia.

b. Coémo evitar/minimizar la ocurrencia de esta falla:

i. Después de confirmar la carga exitosa del HS Il Seal y crear la aortotomia, desplegar el
HS Il Seal cargado en la aortotomia siguiendo cuidadosamente los pasos de despliegue
documentados en las IFU del dispositivo.

ii. Siel HS Il Seal no se despliega segun lo previsto, el dispositivo debe reemplazarse.

c. Accion atomar si el HS lll Seal no se despliega correctamente en la aorta.

i. Ocluir la aortotomia para controlar el sangrado utilizando el dedo indice.

ii. Abrir un segundo HS Ill Seal. Cargar el HS Il Seal de acuerdo con las IFU del dispositivo.
Introducir el HS Ill Seal cargado en la aortotomia y seguir las IFU para completar la
anastomosis.

iii. Si la colocacidn del segundo HS lll Seal en la aortotomia no tiene éxito, o la preferencia del
cirujano determina que la situacién no permite el uso de un HS Ill Seal de reemplazo, colocar
una pinza de oclusidn parcial en la aorta, aislando la aortotomia, y realizar la anastomosis
segln la técnica quirurgica tradicional.

3. Falla del Heartstring Ill Seal desplegado para proporcionar hemostasia adecuada:
a. Cdémo evitar/minimizar la ocurrencia de este modo de falla:
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i. Cargar siempre e inspeccionar cuidadosamente el HS Il Seal cargado para confirmar
que la carga en el dispositivo de liberacion (Delivery Device) se haya realizado
correctamente antes de retirar la adventicia de la aorta y crear la aortotomia. (Ver
recordatorios importantes anteriores).

ii. No utilizar el sistema Heartstring Proximal Seal en pacientes con aorta de pared delgada.

iii. Al realizar multiples anastomosis, asegurar que todos los sitios anastomadticos estén
separados al menos 1,5 cm para garantizar la hemostasia.

iv. No sumergir el HS Il Seal en solucidn antes del despliegue.

b. Accion a tomar si el HS 11l Seal no se abre/no proporciona hemostasia adecuada después
del despliegue.

i. Cubrir la aortotomia con el dedo indice y ajustar suavemente el resorte de tensiéon
(Tension Spring) para asegurar que el HS Il Seal se haya desplegado completamente.
ii. Si persiste la falta de hemostasia adecuada:

1. Retirar el HS lll Seal desplegado de la aortotomia de acuerdo con las IFU del
dispositivo.

2. Cargar un segundo HS lll Seal y desplegar el Seal cargado en la aortotomia
conforme a las IFU del dispositivo y completar la anastomosis.

3. Siel segundo HS Il Seal no tiene éxito o la preferencia del cirujano determina
que la situacidon no permite el uso de un HS Il Seal de reemplazo, colocar una
pinza de oclusidn parcial en la aorta, aislando la aortotomia, y realizar la
anastomosis segun la técnica quirurgica tradicional.

Acciones para el cliente
Getinge solicita que tome las siguientes acciones:

1. Asegurese de que este mensaje sea reenviado a todas las personas que deban ser notificadas dentro de
su organizacién o en cualquier organizacion a la que se hayan transferido los dispositivos afectados.

Informacidn adicional

Getinge estd comunicando esta informacidn a las agencias regulatorias correspondientes.

Lamentamos cualquier inconveniente que esto pueda ocasionar. Estamos comprometidos con la seguridad del
paciente y agradecemos su pronta atenciéon a este asunto. Si tiene alguna pregunta con respecto a esta
comunicacion, por favor comuniquese con su representante de Getinge o con el Servicio de Atencion al Cliente de
Getinge.

Cordialmente,

Francisco Vicenty
Director de Calidad y Cumplimiento Regulatorio, Interino
Getinge, Cirugia Cardiovascular
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Poland (pl)
# 363 Pazdziernik 2025

Komunikat dotyczacy bezpieczernstwa wyrobu medycznego
System uszczelnienia proksymalnego Heartstring Il
Numer referencyjny: 1336551

Nr modelu UDI Nazwa modelu Numery seryjne/partii

HS-3045 00607567700307 Wszvstki
System uszczelnienia proksymalnego .szys e .

HSK-3038 00607567700314 . nieprzeterminowane
Heartstring Il artie

HSK-3043 00607567700321 P

Daty dystrybucji: 1 lipca 2024 r. - obecnie

Daty produkcji: 7 marca 2024 r. - obecnie

Szanowni Panstwo,

Firma Maquet Cardiovascular, spoétka zalezna firmy Getinge, niniejszym informuje, ze wydaje pismo dotyczace pilnej
korekty wyrobu medycznego dla systemu uszczelnienia proksymalnego Heartstring Il (uszczelnienie HS IIl). Z naszych
danych wynika, ze otrzymali Paristwo co najmniej jeden z Wyrobdéw, ktérych dotyczy niniejsze powiadomienie.

Opis sprawy

Zidentyfikowano trzy podstawowe tryby awarii.

1. Brak mozliwosci zatadowania uszczelnienia Heartstring Seal: Awaria ta dotyczy wszelkich nieprawidtowosci w
dziataniu wyrobu, ktére wystgpig podczas czteroetapowego procesu tadowania przy uzyciu urzagdzenia do
tadowania Heartstring, kontroli wzrokowej poprawnie zatadowanego uszczelnienia HS Il oraz odblokowania
urzadzenia do fadowania po pomysinym zakonczeniu etapéw tadowania uszczelnienia HS III.

2. Brak mozliwosci rozwiniecia uszczelnienia Heartstring Seal w aortotomii: Awaria ta dotyczy wszelkich
nieprawidtowosci w dziataniu uszczelnienia HS Ill i/lub urzadzenia do wprowadzania od momentu pomysinego
odblokowania urzadzenia do wprowadzania do momentu catkowitego wprowadzenia uszczelnienia HS Il do
aortotomii i usuniecia wszystkich elementow uszczelnienia proksymalnego (uwiezi, sprezyny napinajacej,
trzpienia uszczelnienia, zaktadki kotwiczgcej) z urzadzenia do wprowadzania.

3. Niezdolno$¢ rozwinietego uszczelnienia Heartstring Seal do zapewnienia odpowiedniej hemostazy: Awaria ta
dotyczy kazdego nieprawidtowego dziatania pomysinie rozwinietego uszczelnienia HS lll, ktére nie kontroluje
odpowiednio krwawienia w miejscu zespolenia, aby umozliwic chirurgowi zszycie zespolenia, pomimo delikatnej
regulacji sprezyny napinajgcej po rozwinieciu uszczelnienia i/lub uzycia dmuchawy, odsysania lub strzykawki z
solg fizjologiczng w celu oczyszczenia miejsca zespolenia. Awaria ta obejmuje identyfikacje przez klienta
wadliwego lub uszkodzonego uszczelnienia HS Il po pomysinym rozwinieciu uszczelnienia HS Il w aorcie, co
skutkuje lub moze skutkowa¢ nieodpowiednig hemostazg, ktdra uniemozliwia chirurgowi ukonczenie zespolenia
bez usuniecia wadliwego uszczelnienia HS 1.

Obecnie trwa dochodzenie w celu ustalenia przyczyn zrédtowych.

Zagrozenia dla zdrowia
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Brak mozliwosci zatadowania: Jesli wyrdb jest uzywany zgodnie z Instrukcjg uzytkowania (IFU), uszczelnienie HS
lll, ktérego nie mozna zatadowaé, nie stanowi bezposredniego zagrozenia dla pacjenta. Awaria ta moze jednak
prowadzi¢ do opdznienia zabiegu chirurgicznego. Opdznienie to moze wynosi¢ od kilku minut, niezbednych na
pobranie i zatadowanie nowego uszczelnienia, po ewentualne zastgpienie uszczelnienia HS Il do wykonania
zespolenia proksymalnego zaciskiem aortalnym w celu dokorczenia zabiegu.

Brak mozliwosci rozwiniecia: Jesli zatadowane uszczelnienie HS Ill nie zostanie rozwiniete z urzgdzenia do
wprowadzania, wykonano juz nastepujgce etapy zabiegu, ktére mogg przyczynic¢ sie do potencjalnego ryzyka
uszkodzenia ciata pacjenta. Jesli zatadowane uszczelnienie HS Il nie zostanie rozwiniete z urzadzenia
dostarczajgcego, kilka etapéw zabiegu bedzie juz zakonczonych, co moze zwiekszy¢ potencjalne ryzyko
uszkodzenia ciata pacjenta.

e Utworzenie aortotomii;
e Wprowadzenie przez aortotomie dystalnego korca rurki wyrobu do wprowadzania;
e Wocisniecie ttoka urzgdzenia do wprowadzania lub podjecie préby jego wcisniecia;

e Zatadowane uszczelnienie HS Il nie zostato pomysinie rozwiniete z dystalnego konca rurki urzgdzenia do
wprowadzania;

e Po wyjeciu urzadzenia do wprowadzania z aortotomii uszczelnienie HS IIl nie zostanie rozwiniete, a
krwawienie z aortotomii trzeba bedzie kontrolowac poprzez umieszczenie palca na aortotomii.

Mogg wystgpic¢ nastepujgce potencjalne szkody dla pacjenta:

e Opodznienie zabiegu chirurgicznego: usuniecie nierozwinietego uszczelnienia HS Ill, otwarcie nowego
systemu uszczelniania proksymalnego HS lll, zatadowanie uszczelnienia do urzadzenia do wprowadzania i
wprowadzenie zatadowanego uszczelnienia HS Il do wytworzonej aortotomii (opdznienie bez dodatkowe;j
interwencji) vs. decyzja o uzyciu zacisku aortalnego w celu dokoriczenia zespolenia, poniewaz zatadowane
uszczelnienie nie rozwineto sie (opdznienie z dodatkowg interwencja).

e Uszkodzenie tkanek: moze wystgpi¢ w wyniku rozwijania zatadowanego uszczelnienia HS lll, ktdre jest
rozszerzone na koncu. Rozszerzona koncéwka bedzie miata Srednice wiekszg niz dystalna czes¢ rurki
urzadzenia do wprowadzania. Rozwiniecie zatadowanego uszczelnienia, ktdre ma rozszerzong koricowke,
moze spowodowad uszkodzenie tkanki aortotomijnej, a w przypadku uzycia wiekszej sity do rozwiniecia
uszkodzonego uszczelnienia istnieje potencjalne ryzyko uszkodzenia tylnej Sciany aorty podczas
wprowadzania. Uszkodzenie tkanek moze réowniez wystgpi¢ podczas usuwania urzgdzenia do wprowadzania
z aortotomii, rozwijania drugiego zatadowanego uszczelnienia HS Il w tej samej aortotomii i/lub
konieczno$ci zastosowania zacisku aortalnego w celu zakoriczenia aortotomii.

e Krwawienie: moze wystgpi¢ minimalna utrata krwi podczas usuwania urzadzenia do wprowadzania z
aortotomii, recznego kontrolowania krwawienia z aortotomii i wprowadzania zastepczego uszczelnienia HS
lll. W przypadku uszkodzenia tkanek moze dojs¢ do wiekszej utraty krwi, wymagajgcej dodatkowej
interwencji.

e Incydent zatorowy wynikajacy z dodatkowej manipulacji aortg w celu wyeliminowania braku mozliwosci
zatadowania uszczelnienia HS III.

Niezdolnos¢ rozwinietego uszczelnienia Heartstring Seal do zapewnienia odpowiedniej hemostazy: Gdy
rozwiniete uszczelnienie HS Il nie zapewnia chirurgowi hemostazy wystarczajgcej do ukonczenia zespolenia
proksymalnego, zakonczono juz kilka etapéw stosowania systemu uszczelniania HS 1ll, co moze zwiekszac
potencjalne zagrozenie dla pacjenta. Podczas zabiegu wykonano nastepujgce kroki.

e Utworzenie aortotomii;
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Zatadowane uszczelnienie HS Ill zostato rozwiniete w aorcie.

Chirurg uzna, ze krwawienie z aorty jest zbyt duze, aby wykona¢ zespolenie.

Mogg wystgpic nastepujgce potencjalne szkody dla pacjenta:

Opdinienie zabiegu chirurgicznego: moze wystgpi¢ w nastepujacy sposoéb:

o Wymagany dodatkowy czas podczas zabiegu na probe dostosowania uszczelnienia w celu poprawy
hemostazy przez wprowadzone uszczelnienie HS Ill, usuniecie uszkodzonego uszczelnienia HS llI,
otwarcie nowego uszczelnienia HS Ill, zatadowanie zastepczego uszczelnienia HS Il i wprowadzenie
zatadowanego uszczelnienia HS Il do wytworzonej aortotomii (opdznienie zabiegu bez dodatkowej
interwencji).

o Chirurg uznaje za najwtasciwsze uzycie zacisku aortalnego w celu zakoriczenia zespolenia, poniewaz
rozwiniete uszczelnienie HS Il nie zapewnito odpowiedniej hemostazy w celu zakornczenia
zespolenia, a zastepcze uszczelnienie HS Il nie jest dostepne lub chirurg uznaje, ze sytuacja nie
pozwala na uzycie zastepczego uszczelnienia HS Ill, i uzywa zacisku aortalnego do zakornczenia
zespolenia proksymalnego zgodnie z tradycyjng technikg chirurgiczng. (opdznienie zabiegu z
dodatkowg interwencja)

Uszkodzenie tkanek: Uszkodzenie tkanek moze wystgpi¢ podczas manipulacji uszkodzonym uszczelnieniem
HS Ill, podczas wprowadzania drugiego zatadowanego uszczelnienia HS 1l do tej samej aortotomii i/lub
koniecznos$ci uzycia zacisku aortalnego w celu wykonania aortotomii.

Krwawienie: Niewielka utrata krwi wokét rozwinietego uszczelnienia HS Il jest zjawiskiem normalnym i
przewidywanym podczas wykonywania zespolenia proksymalnego przy uzyciu uszczelnienia HS Ill. Wieksza
utrata krwi wymagajgca dodatkowej interwencji moze wystgpi¢ w przypadku uszkodzenia tkanki aorty,
niezaleznie od przyczyny.

Zdarzenie(-a) zatorowe: wynikajagce z dodatkowej manipulacji w obrebie aorty w nastepstwie
niezapewnienia odpowiedniej hemostazy przez uszczelnienie HS Il

W okresie od 1 czerwca 2023 r. do 22 lipca 2025 r. firma Getinge otrzymata 274 zgtoszone reklamacje zwigzane z
brakiem mozliwosci zatadowania, 96 reklamacji zwigzanych z brakiem mozliwosci rozwiniecia oraz 30 reklamacji
zwigzanych z brakiem odpowiedniej hemostazy.

Zalecane srodki zaradcze i dziatania

Firma Getinge udostepnia nastepujace instrukcje w celu unikniecia/zminimalizowania opisanych powyzej awarii.

192

1. Brak mozliwosci zatadowania uszczelnienia Heartstring Seal

a. Wazne przypomnienie:
i Zgodnie z instrukcjg uzytkowania, uszczelnienie HS Ill nalezy zatadowac i wyjg¢ z urzadzenia do

tadowania, a nastepnie sprawdzic i w razie potrzeby wyregulowac, aby upewnic sie, ze
tadowanie zakonczyto sie powodzeniem, a na koniec odblokowaé przed usunieciem przydanki z
obszaru planowanego zespolenia i wykonaniem aortotomii.

ii. Krok ten zapewnia ograniczony czas miedzy wykonaniem aortotomii a wprowadzeniem
zatadowanego uszczelnienia HS Ill do aorty. Zgodnie z instrukcjg uzytkowania urzadzenia,
przewidywany okres uzytkowania systemu uszczelnienia proksymalnego Heartstring lil
wynosi do 15 minut.
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iii. Zatadowanie uszczelnienia HS Il i sprawdzenie, czy zostato ono prawidtowo zatadowane przed
wykonaniem aortotomii minimalizuje ryzyko dla pacjentéw, poniewaz aorta pozostaje
nienaruszona do momentu sprawdzenia, czy uszczelnienie HS Il zostato prawidtowo
zatadowane.

iv. Brak mozliwosci zatadowania uszczelnienia HS Il zgodnie z zatozeniami wymaga jego wymiany.

b. Jak unikngé/zminimalizowaé wystepowanie tej awarii?
i.  Zatadowac uszczelnienie HS lll, postepujac doktadnie zgodnie z instrukcjg uzytkowania
urzadzenia.

ii.  Przed uzyciem nalezy zapoznac sie z instrukcjg uzytkowania urzadzenia Heartstring, zwtaszcza
jesli nie jest ono uzywany rutynowo.

iii. Upewnié sie, ze uszczelnienie HS Il zostato prawidtowo zatadowane do urzgdzenia do
wprowadzania, sprawdzajgc zatadowane uszczelnienie HS Il po zatadowaniu go do urzadzenia
do wprowadzania i wyjeciu z urzadzenia do wprowadzania.

iv. Zakonczy¢ proces tadowania uszczelnienia HS Il przed oczyszczeniem przydanki aorty i
wykonaniem aortotomii.
V. Uszczelnienie HS I, ktére nie zostanie odpowiednio sprawdzone po wyjeciu z urzgdzenia
tadujgcego, moze ulec uszkodzeniu podczas rozwijania i spowodowac obrazenia u pacjenta
(patrz informacje dotyczgce braku mozliwosci rozwiniecia).
c. Dziatania, ktére nalezy podjgé¢ w przypadku braku mozliwosci zatadowania.
i Wyrzuci¢ wadliwe uszczelnienie HS III.

ii. Zawsze nalezy dysponowaé drugim uszczelnieniem HS Ill, aby méc zastapié¢ wadliwe urzadzenie.
Aby mieé pewnos¢, ze tadowanie przebiegnie pomysinie, nalezy zapoznac sie z instrukcjg
uzytkowania.
2. Brak mozliwosci rozwiniecia uszczelnienia Heartstring Seal Il w aortotomii:
a. Wazne przypomnienie:

i. Nalezy upewnic sie, ze uszczelnienie HS Ill zostato prawidtowo zatadowane do urzadzenia do
wprowadzania.

ii. Kontrola zatadowanego uszczelnienia HS Il po wyjeciu z urzadzenia do fadowania ma na celu
potwierdzenie, ze:

1. zatadowane uszczelnienie HS Il nie jest pekniete;

2. czes$c uszczelnienia HS Ill, ktéra nie zostata zatadowana do rurki urzagdzenia
dostarczajgcego, nie jest szersza niz srednica rurki urzadzenia dostarczajgcego;

3. Konice sprezyny napinajacej sg ustawione w taki sposob, aby stykaty sie z obiema
proksymalnymi krawedziami zatadowanego uszczelnienia HS Ill podczas wprowadzania
do aortotomii.

b. Jak unikngé/zminimalizowa¢ wystepowanie tej awarii:

i Po potwierdzeniu pomysinego zatadowania uszczelnienia HS Il i utworzeniu aortotomii,
wprowadzi¢ zatadowane uszczelnienie HS Ill do aortotomii, postepujac doktadnie zgodnie z
krokami wprowadzania uszczelnienia HS Il udokumentowanymi w instrukcji uzytkowania.

ii. Brak mozliwosci rozwiniecia uszczelnienia HS lll zgodnie z zatozeniami wymaga jego wymiany.

c. Dziatania, ktére nalezy podjaé, jesli uszczelnienie HS Il nie zostanie pomyslinie rozwiniete w aorcie.
i Zamkng¢ aortotomie w celu opanowania krwawienia za pomocg palca wskazujgcego.
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ii. Otworzy¢ drugie uszczelnienie HS Ill. Zatadowaé uszczelnienie HS Il zgodnie z instrukcjg
uzytkowania. Wprowadzi¢ zatadowane uszczelnienie HS Ill do aortotomii i postepowac zgodnie
z instrukcjg uzytkowania, aby dokonczyé zespolenie.

iii. Jesli wprowadzenie drugiego uszczelnienia HS 11l do aortotomii nie powiedzie sie lub chirurg
uzna, ze sytuacja nie pozwala na uzycie zastepczego uszczelnienia HS lll, nalezy zatozy¢ zacisk na
aorte, izolujgc aortotomie i wykonac zespolenie zgodnie z tradycyjng technikg chirurgiczna.

3. Niezdolnos¢ rozwinietego uszczelnienia Heartstring Seal Ill do zapewnienia odpowiedniej hemostazy:

a. Wazne przypomnienie: Zgodnie z instrukcjg uzytkowania urzadzenia, przewidywany okres uzytkowania
systemu uszczelnienia proksymalnego Heartstring lll wynosi do 15 minut.
b. Jak unikngé/zminimalizowaé wystepowanie tego trybu awarii?:

i.  Zawsze nalezy zatadowac i doktadnie sprawdzié zatadowane uszczelnienie HS Ill, aby upewnic
sie, ze zostato ono prawidtowo zatadowane do urzadzenia do wprowadzania przed usunieciem
przydanki aorty i wykonaniem aortotomii. (Zobacz wazne przypomnienia bezposrednio
powyzej).

ii. Nie stosowac systemu uszczelnienia proksymalnego Heartstring u pacjentow z cienkoscienng
aorta.

iii. W przypadku wykonywania zespolenia wielokrotnego nalezy upewnic sig, ze wszystkie miejsca
zespolenia sg oddalone od siebie o co najmniej 1,5 cm w celu zapewnienia hemostazy.
iv. Nie nalezy moczy¢ uszczelnienia HS Il w roztworze przed rozwinieciem.
c. Dziatania, ktore nalezy podjaé, jesli uszczelnienie HS 1ll nie otwiera sie/zapewnia odpowiedniej
hemostazy po rozwinieciu.

i. Nalezy zakry¢ aortotomie palcem wskazujgcym i delikatnie wyregulowac sprezyne napinajaca,
aby upewnic sie, ze uszczelnienie HS Ill zostato w petni rozwiniete.

ii.  Jesli brak odpowiedniej hemostazy utrzymuje sie:

1. Usunac rozwiniete uszczelnienie HS Il z aortotomii zgodnie z instrukcjg uzytkowania
wyrobu.

2. Zatadowad drugie uszczelnienie HS Ill i wprowadzi¢ je do aortotomii zgodnie z instrukcjg
uzytkowania wyrobu, a nastepnie dokonczy¢ zespolenie.

3. Jesli wprowadzenie drugiego uszczelnienia HS Ill do aortotomii nie powiedzie sie lub
chirurg uzna, ze sytuacja nie pozwala na uzycie zastepczego uszczelnienia HS Ill, nalezy
zatozy(¢ zacisk na aorte, izolujgc aortotomie i wykonac zespolenie zgodnie z tradycyjna
technika chirurgiczna.

Dziatania wymagane od klienta
Firma Getinge prosi o podjecie nastepujgcych dziatan:

1. Nalezy upewnic sie, ze ta wiadomos¢ zostata przekazana do wszystkich osdb, ktdre wymagajg powiadomienia w
Panstwa organizacji lub w kazdej organizacji, do ktérej zostaly przeniesione urzadzenia, ktérych dotyczy
problem.

Informacje dodatkowe

Firma Getinge przekazuje te informacje odpowiednim agencjom regulacyjnym.

Wyrazamy ubolewanie z powodu wszelkich niedogodnosci zwigzanych z tym problemem. Dbamy o bezpieczeristwo
pacjentéw i dziekujemy za szybkie podjecie odpowiednich dziatan. W przypadku jakichkolwiek pytan dotyczgcych tego
komunikatu prosimy o kontakt z przedstawicielem firmy Getinge.

Z powazaniem,
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Agnieszka Pietras

Quality & Regulatory Compliance Manager
Getinge Polska Sp. z 0.0.

ul. Zwirki i Wigury 18

02-092 Warszawa

plssu.qrc@getinge.com

195 OT# 1336551


mailto:plssu.qrc@getinge.com

GETINGE 3¢

Portugal (pt)
18 de fevereiro de 2026

Aviso de Seguranca
Sistema de vedagao proximal Heartstring lll
Numero de referéncia FSCA: 1336551

Nimero do modelo UDI Nome do modelo Nuameros de série/lote

HS-3045 00607567700307
Sistema de vedagdo proximal . _

HSK-3038 00607567700314 . Todos os lotes ndo expirados
Heartstring Il

HSK-3043 00607567700321

Datas de distribuigao: 1 de julho de 2024 - Presente

Datas de fabrico: 7 de marco de 2024 - Presente

Caro cliente,

O objetivo desta carta é informar que a Maquet Cardiovascular, uma subsidiaria da Getinge, estd a emitir umaacao
corretiva urgente de dispositivo médico para o sistema de vedagdo proximal Heartstring Il (vedante HS Ill). Os nossos
registos indicam que recebeu um ou mais dos dispositivos afetados por esta notificacdo.

Descricdao do problema

Foram identificados trés modos de falha principais.

1.

Falha no carregamento do vedante Heartstring: Esta falha aplica-se a qualquer avaria do dispositivo que
ocorra durante o processo de carregamento em quatro passos utilizando o dispositivo de carregamento
Heartstring, a inspecao visual de um vedante HS Il carregado com sucesso e o desbloqueio do dispositivo de
aplicagdo apods a conclusdo bem-sucedida dos passos de carregamentodo vedante HS IlI.

Falha na colocagdo do vedante Heartstring na aortotomia: Esta falha aplica-se a qualquer falha do vedante
HS Il e/ou avaria do dispositivo de aplicacdo a partir do momento em que o dispositivo de aplicagdo é
desbloqueado com sucesso até uma vez concluida a aplicacdo do vedante HS Il na aortotomia e todo o
conteudo do vedante proximal (fio de ligacdo, mola de tensdo, haste do vedante, lingueta de fixagdo) tiver
saido do dispositivo de aplicagdo.

Falha do vedante Heartstring colocado em fornecer uma hemdstase adequada: Esta falha aplica-se a
qualquer funcionamento incorreto de um vedante HS Il colocado com sucesso que ndo controle
adequadamente a hemorragia na anastomose para permitir que o cirurgiao realize a sutura da anastomose,
apesar do ajuste suave da mola de tensdo apds a colocacdo do vedante e/ou da utilizacdo de um soprador
nebulizador, aspiracdo ou seringa salina para limpar o local da anastomose. Esta falhainclui a identificacdo pelo
cliente de um vedante HS Il defeituoso ou danificado apds a colocagdo bem-sucedida do vedante HS Il na
aorta que resulta ou pode resultar numa hemostasia inadequada que impede o cirurgido de concluir a
anastomose sem remover o vedante HS IIl defeituoso.

A investigacdo da causa principal esta a decorrer.

Risco para a saude
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Falha ao carregar: Quando utilizado de acordo com as instru¢des de utilizagdo do dispositivo (IFU), umvedante
HS 1l que ndo carregue nao representa um risco direto para o doente. No entanto, esta falha poderesultar num
atraso no procedimento cirdrgico. Este atraso pode variar entre alguns minutos para recuperar e carregar um
novo vedante e a necessidade de passar a utilizar um clampe adrtico para concluir o procedimento em vez do
vedante HS lll para realizar o procedimento.

Falha ao colocar: Quando o carregamento do vedante HS Ill falha com o dispositivo de aplicacao, os seguintes

passos do procedimento ja foram realizados e podem contribuir para o risco potencial de lesdes no doente. Se

houver falha no carregamento do vedante HS Ill com o dispositivo de aplicagdo, varios passosdo procedimento ja

terdo sido concluidos, o que pode aumentar o risco potencial de lesdes no doente.

e Aaortotomia foi criada.

e Aextremidade distal do tubo do dispositivo de aplicacdo foi inserida através da aortotomia.

e O émbolo do dispositivo de aplicacao foi pressionado ou foi feita uma tentativa de o pressionar.

e Ovedante HS Il carregado ndo foi colocado com sucesso a partir da extremidade distal do tubo do
dispositivo de aplicacdo.

e Quando o dispositivo de aplicagdo é removido da aortotomia, o vedante HS lll ndo serd colocado e a
hemorragia da aortotomia terd de ser controlada colocando um dedo sobre a aortotomia.

Podem ocorrer os seguintes potenciais danos para o doente:

e Atraso no procedimento cirurgico: para remover o vedante HS Il ndo colocado, abra um novo vedanteproximal
HS lll, carregue o vedante no dispositivo de aplicacdo e aplique o vedante HS Il carregado naaortotomia criada
(atraso sem intervencdo adicional) vs. a decisdo de utilizar um clampe adrtico paraconcluir a anastomose
porque o vedante carregado nao foi colocado (atraso com uma intervencgaoadicional)

e Danos nos tecidos: podem ocorrer como resultado da colocagdo de um vedante HS Il carregado que esteja
alargado na ponta. Uma ponta alargada terd um didmetro maior do que o tubo distal do dispositivo de
aplicacdo. A colocagdo de um vedante carregado com uma ponta alargada pode causar danos no tecido da
aortotomia e, se for utilizada mais forca para colocar o vedante afetado, existe umrisco potencial de danos na
parede posterior da aorta durante a inser¢do. Também podem ocorrer danos nos tecidos durante a
remocao do dispositivo de aplicacdo da aortotomia, colocando um segundo vedante HS Il carregado na
mesma aortotomia e/ou sendo necessario passar a utilizar umclampe adrtico para concluir a aortotomia.

e Hemorragia: pode ocorrer uma perda minima de sangue quando se remove o dispositivo de aplicagdo da
aortotomia, controlando manualmente a hemorragia da aortotomia e aplicando um vedante HS Il de
substituicdo. Se os tecidos forem danificados, pode ocorrer uma maior perda de sangue, exigindointervencgao
adicional.

e Evento embodlico resultante da manipulacdo adicional da aorta para resolver a falha de carregamento do
vedante HS III.

Falha em fornecer uma hemostase adequada por parte do vedante Heartstring colocado: Quando umvedante
HS 1l colocado ndo permite uma hemdstase adequada para o cirurgido concluir a anastomose proximal, varios
passos da utilizacdo do sistema de vedacdo HS Ill ja foram concluidos e podem aumentaro risco potencial de lesGes
no doente. Os seguintes passos processuais terdo sido realizados.

e Aaortotomia foi criada.
e Ovedante HS lll carregado foi colocado na aorta.
e Qcirurgido considera que a hemorragia da aorta é demasiado grande para realizar a anastomose.
Podem ocorrer os seguintes potenciais danos para o doente:
e Atraso no procedimento cirtrgico: pode ocorrer da seguinte forma:
Um tempo operatodrio adicional necessario para tentar fazer ajustes no vedante para melhorara hemdstase
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pelo vedante HS lll aplicado, remover o vedante HS Il defeituoso, abrir um novovedante HS Ill, carregar
o vedante HS Il de substituicdo e aplicar o vedante HS Il carregado naaortotomia criada (atraso do
procedimento sem intervengao adicional)

o O cirurgido considera que é mais apropriado utilizar um clampe adrtico para concluir a anastomose,
porque o vedante HS Ill colocado ndo permitiu uma hemostase adequada paraconcluir aanastomose e
um vedante HS Il de substituicdo ndo esta disponivel ou a preferénciado cirurgido determina que a
situacdo ndo permita a utilizacdo de um vedante HS Ill de substituicdo e que é utilizado um
clampe adrtico para concluir a anastomose proximal deacordo com a técnica cirurgica tradicional
(atraso do procedimento com uma intervencdoadicional)

e Danos nos tecidos: Podem ocorrer danos nos tecidos durante a manipulagdo do vedante HS Il afetado,durante a
colocagdo do vedante de um segundo vedante HS Ill carregado na mesma aortotomia e/oua necessidade de
converter para a utilizagdo de um clampe adrtico para concluir a aortotomia.

e Hemorragia: Uma pequena quantidade de perda de sangue a volta do vedante HS Ill colocado é normal e
esperada ao realizar a anastomose proximal utilizando um vedante HS Ill. Quando os tecidos aérticos sao
danificados, pode ocorrer uma maior perda de sangue que exija intervencao adicional,independentemente
da causa.

e Evento(s) embdlico(s): resultante(s) da manipulacdo adicional da aorta resultante da tentativa deresolver a
falha do vedante HS lll em permitir uma hemdstase adequada.

Entre 1 de junho de 2023 e 22 de julho de 2025, a Getinge recebeu as siguientes reclamacdes:

e 274 reclamag¢Ges comunicadas associadas a uma falha de carregamento, representando uma tasa de
reclamacdes de 0,386%

e 96reclamacgdes associadas a uma falha de colocagdo, representando umatasa de reclamacdes de 0,135%

e 30reclamac0es associadas a uma falta de hemdstase adequada, , representando uma tasa de reclamagdesde
0,042%

Acles e mitigacoes recomendadas

A Getinge fornece as seguintes instrugbes para evitar/minimizar as falhas mencionadas acima.

1. Falha no carregamento do vedante Heartstring
a. Lembretes importantes:
i. De acordo com as instrucBes de utilizacdo do dispositivo, o vedante HS Ill destina-se a ser

carregado e removido do dispositivo de carregamento, depois inspecionado e ajustado, se
necessario, para confirmar o carregamento bem-sucedido e, finalmente, desbloqueado antes
de se limpar quaisquer adventicias da drea anastomotica planeada e criar a aortotomia.

ii. Carregar o vedante HS Ill e confirmar o carregamento bem-sucedido antes de criar a
aortotomia minimiza o risco para os doentes, uma vez que a aorta permanece intacta até
confirmar o carregamento bem-sucedido do vedante HS III.

iii. Se ovedante HS Ill ndo for carregado conforme previsto, é necessario substitui-lo.

b. Como evitar/minimizar a ocorréncia desta falha
i. Reveja as instrucdes de utilizacao do dispositivo Heartstring antes da utilizacao, especialmente
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se o Heartstring nao for utilizado de forma rotineira.

Carregue o vedante HS Ill seguindo cuidadosamente as instrugdes de utilizagdo (IFU) passo a
passo do dispositivo.

De acordo com a secgdes 4.3-4.5, confirme que o vedante HS lll foi devidamente carregado nodispositivo
de aplicagdo inspecionando o vedante HS Ill carregado assim que este tenha sido carregado no
dispositivo de aplicacao e removido do dispositivo de carregamento.

Um vedante HS Ill que n3do seja devidamente inspecionado apds a remocdo do dispositivo de
carregamento pode falhar durante a colocacdo do vedante HS Ill e causar lesGes no doente(consulte
asinformac¢desem "Falhanacolocagao").

Conclua o carregamento bem-sucedido do vedante HS Ill antes de limpar a adventicia da superficie
adrticaecriaraaortotomia.

Acdo atomar se ndo for possivel carregar o vedante HSII.

Elimine o vedante HS lll com falha.
Tenha sempre disponivel um segundo vedante HS Il para substituir um dispositivo avariado.Consulte
asinstrucdes de utilizacdo do dispositivo para garantir um carregamento bem-sucedido.

Falha na colocagdo do vedante Heartstring lll na aortotomia
Lembretes importantes:

a.

Certifique-se de que o vedante HS Ill foi devidamente carregado no dispositivo de aplicacdo, deacordo
comoindicado nasecc¢do anterior.
Depios de retirar do vedante HS Il carregado do dispositivo de carregamento, inspecione oobturador
HS Ill carragado de acordo com as sec¢Ges 4.3-4.5 das instrugbes de uso para confrimaro seguinte:
1. OvedanteHSlllcarregado ndo esta rachado.
2. A porgdo do vedante HS lll ndo carregada no tubo do dispositivo de aplicagdo ndo émais larga
do que o diametro do tubo do dispositivo de aplicagdo.
3. As extremidades da mola de tensdo estdo alinhadas de forma a entrarem em contacto com
ambas as extremidades proximais do vedante HS Ill carregado durante a aplicagdodo vedante na
aortotomia.

b. Como evitar/minimizara ocorréncia desta falha:

C.

Depois de confirmar o carregamento bem-sucedido do vedante HS Ill e a criagdo da aortotomia,coloque o
vedante HS Ill carregado na aortotomia seguindo cuidadosamente os passos para acolocagdo do vedante
HS Ill documentados nas instrugdes de utilizagdo do dispositivo.

Se o vedante HS lll ndo for colocado conforme previsto, é necessario substitui-lo.

Acdo a tomar se o vedante HS Ill ndo for colocado com sucesso na aorta.

Oclua a aortotomia para controlar a hemorragia utilizando um dedo indicador.

Abra um segundo vedante HS Ill. Carregue o vedante HS Ill de acordo com as instrugdes deutilizagao
do dispositivo. Aplique o vedante HS lll carregado na aortotomia e siga as instrugdes de utilizagao para
concluiraanastomose.

Se a aplicagdo do segundovedante HSIII na aortotomia ndofor bem-sucedida, ou sea preferéncia do
cirurgido determinar que a situagao nao permite a utilizagdo de um vedante HS IIl de substituicdo,
coloque um clampe de oclusdo parcial na aorta, isolando a aortotomia e realize a anastomose de
acordocomatécnicacirurgicatradicional.

Falha do vedante Heartstring lll colocado em fornecer uma hemdstase adequada:
Como evitar/minimizar a ocorréncia deste modo de falha:

a.
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i. Carregue sempre e inspecione cuidadosamente o vedante HS Il carregado para confirmar o
carregamento bem-sucedido do vedante HS Il no dispositivo de aplicacdo antes de limpar
quaisquer adventicias da aorta e criar a aortotomia. (Consulte os lembretes importantes
diretamente acima.)

ii. Nao utilize o sistema de vedagdo proximal Heartstringem doentes com uma aorta de paredefina.

iii. Ao realizar varias anastomoses, certifique-se de que todos os locais de anastomose tém uma distancia
minima de 1,5 cm entre si para garantira hemaéstase.
iv. Naomergulhe ovedante HS Il na solugdo antes da colocagao.
b. Acdo a tomar se o vedante HS Ill ndo se abrir/permitir uma hemdstase adequada apds a colocagdo do
vedante.

i. Tape a aortotomia com um dedo indicador e ajuste suavemente a mola de tensdo paragarantir
qgue o vedante HS Il esta colocado na totalidade.

ii. Se afalta de hemdstase adequada persistir:

1. Retire o vedante HS Il colocado da aortotomia de acordo com as instrucées de
utilizagao do dispositivo.

2. Carregue um segundo vedante HS IIl e coloque o vedante carregado na aortotomia de
acordo com as instrucdes de utilizacdo do dispositivo e concluaa anastomose.

3. Se o segundo vedante HS IIl ndo for bem-sucedido, ou se a preferéncia do cirurgido
determinar que a situacdo ndo permite a utilizacdo de um vedante HS IIl de
substituicdo, coloque um clampe de oclusdo parcial na aorta, isolando a aortotomia e
realize a anastomose de acordo com a técnicacirurgica tradicional.

Acobes por parte do cliente
A Getinge solicita que tome as seguintes medidas:

1. Certifique-se de que esta mensagem é transmitida a todas as pessoas que tém de ser informadas dentro da
sua organizagdo ou a qualquer organiza¢do para onde os dispositivos afetados tenham sido transferidos.

Informacao adicional
A Getinge esta a divulgar esta informacao as agéncias reguladoras apropriadas.

Lamentamos qualquer inconveniente que isto lhe possa causar. Estamos empenhados na seguran¢a dos doentes e
apreciamos a sua aten¢ao imediata a este assunto. Em caso de duvidas acerca desta comunicagdo, contacte o seu
representante local da Getinge.

Com os melhores cumprimentos,

Francisco Vicenty
Diretor, Conformidade Regulamentar e de Qualidade
Getinge, Cirurgia cardiovascular

Detahles do seu representante local:

Francisco Noronha

Responsavel Técnico

Getinge Group Portugal, Unipessoal Lda

Rua Dr. Antdnio Loureiro Borges, 9/9A, Arquiparque, Miraflores, 1495-131Algés, Portugalf.noronha@bizaffairs.pt
00(351) 211579 890
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Puerto Rico (es)

Agosto 2025
Aviso de Seguridad en Campo
Sistema de Sellado Proximal
Heartstring Il
Numero de Modelo uUDI Nombre del modelo Nameros de serie/lote
HS-3045 00607567700307 . .
Sistema de sellado proximal Todos los lotes no

HSK-3038 00607567700314 Heartstring Ill vencidos
HSK-3043 00607567700321
Fechas de distribucion: 1 de julio de 2024 - Actualidad
Fechas de fabricacion: 7 de marzo de 2024 - Actualidad

Estimado gestor de riesgos,

El objetivo de esta carta es informarle de que Maquet Cardiovascular, una filial de Getinge, esta emitiendo una
correccién urgente de dispositivos médicos para el sistema de sellado proximal Heartstring Ill (HS 11l Seal). Segun
nuestros registros, usted ha recibido uno o varios de los dispositivos afectados por esta notificacion.

Descripcion del Problema

Se han identificado tres modos de fallo principales.

1.

Fallo en la carga del sello Heartstring: Este fallo se aplica a cualquier mal funcionamiento del
dispositivo que se produzca durante el proceso de carga de cuatro pasos utilizando el dispositivo de
carga Heartstring, la inspeccion visual de un sello HS Ill cargado correctamente y el desbloqueo del
dispositivo de administracién tras completar con éxito los pasos de carga del sello HS IIl.

Fallo del sello cardiaco al desplegarse en la aortotomia: Este fallo se aplica a cualquier mal
funcionamiento del sello HS Ill y/o del dispositivo de implantaciéon desde el momento en que el
dispositivo de implantacidén se desbloquea correctamente hasta que se completa la implantacion del
sello HS Il en la aortotomia y todo el contenido del sello proximal (la correa, el resorte de tension, el
vastago del sello y la lenglieta de anclaje) ha salido del dispositivo de implantacion.

Fallo del sellado Heartstring desplegado para proporcionar una hemostasia adecuada: Este fallo se
aplica a cualquier mal funcionamiento de un sello HS Il implantado correctamente que no controle
adecuadamente el sangrado en la anastomosis para permitir al cirujano realizar la sutura de la
anastomosis, a pesar del ajuste suave del resorte de tension tras la implantacion del sello y/o el uso de
un nebulizador, succién o jeringa de solucidn salina para limpiar el sitio de la anastomosis. Este fallo
incluye la identificacion por parte del cliente de un sello HS Ill defectuoso o dafiado tras el despliegue
correcto del sello HS 11l en la aorta, lo que da lugar o puede dar lugar a una hemostasia inadecuada que
impide al cirujano completar la anastomaosis sin retirar el sello HS Il defectuoso.

En estos momentos se esta investigando la causa raiz.

Riesgos para la salud
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Error al cargar: Cuando se utiliza de acuerdo con las instrucciones de uso (IFU) del dispositivo, un sello
HS 1l que no se carga no supone un riesgo directo para el paciente. Sin embargo, este fallo puede
provocar un retraso en la intervencidn quirdrgica. Este retraso puede variar desde unos minutos para
recuperar y cargar un nuevo sello, hasta una posible conversién del uso del sello HS Il para realizar la
anastomosis proximal al empleo de una pinza adrtica para completar la intervencién.

Fallo en la implementacion: Cuando el sello HS Ill cargado no se despliega desde el dispositivo de

administracion, ya se han realizado los siguientes pasos del procedimiento, lo que puede contribuir al

riesgo potencial de dafio al paciente. Si el sello HS Ill cargado no se despliega desde el dispositivo de

administracién, ya se habran completado varios pasos del procedimiento, lo que puede aumentar el

riesgo potencial de dafio al paciente.

e Se harealizado la aortotomia.

e El extremo distal del tubo del dispositivo de administracion se ha insertado a través de la aortotomia.

e Se ha presionado el émbolo del dispositivo de administracion o se ha intentado presionarlo.

e Elsello HS Il cargado no se ha desplegado correctamente desde el extremo distal del tubo del
dispositivo de administracion.

e Cuando se retira el dispositivo de administracidn de la aortotomia, el sello HS Il no se desplegaray
sera necesario controlar el sangrado de la aortotomia colocando un dedo sobre ella.

Pueden producirse los siguientes dafios potenciales para el paciente:

e Retraso del procedimiento quirurgico: para retirar el HS Il Seal no desplegado, abrir un nuevo HS IlI
Proximal Seal, cargar el Seal en el dispositivo de liberacidn (Delivery Device) y entregar el HS IIl Seal
cargado en la aortotomia creada (retraso sin intervencion adicional) vs. la decisién de utilizar una
pinza adrtica para completar la anastomosis debido a que el Seal cargado no se desplegd (retraso
con una intervencién adicional).

e Daio tisular: puede ocurrir como resultado del despliegue de un HS Il Seal cargado que esté
ensanchado en la punta. Una punta ensanchada tendrd un didmetro mayor que el tubo distal del
dispositivo de liberacién. El despliegue de un Seal cargado con la punta ensanchada puede causar
dafio al tejido de la aortotomiay, si se aplica mayor fuerza para desplegar el Seal afectado, existe un
riesgo potencial de perforar la pared posterior de la aorta durante la insercion. El dafio tisular
también puede ocurrir durante la retirada del dispositivo de liberacion de la aortotomia, al
desplegar un segundo HS Il Seal cargado en la misma aortotomia y/o al necesitar convertir el
procedimiento al uso de una pinza adrtica para completar la aortotomia.

e Sangrado: puede producirse una pérdida minima de sangre al retirar el dispositivo de liberacién de
la aortotomia, al controlar manualmente el sangrado de la aortotomia y al colocar un HS Ill Seal de
reemplazo. Puede producirse una mayor pérdida de sangre, que requiera intervencion adicional, si
ocurre dafo tisular.

e Evento embdlico como resultado de la manipulacion adicional de |la aorta para abordar la falla en la
carga del HS 11l Seal.

Falla del Heartstring Seal desplegado para proporcionar hemostasia adecuada: uando un HS Ill Seal

desplegado no logra proporcionar una hemostasia adecuada para que el cirujano complete la

anastomosis proximal, varios pasos del uso del Sistema HS Il Seal ya se han completado y pueden

aumentar el riesgo potencial de dafio al paciente. Los siguientes pasos del procedimiento ya se habran

realizado.

e Se ha creado la aortotomia.

e EIHS Il Seal cargado se ha desplegado en la aorta.

e Elsangrado de la aorta es considerado por el cirujano como demasiado abundante para realizar la
anastomosis.
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Los siguientes dafios potenciales al paciente pueden ocurrir:

e Retraso del procedimiento quirurgico: puede ocurrir de la siguiente manera:

Tiempo operatorio adicional necesario para intentar realizar ajustes en el Seal con el fin de
mejorar la hemostasia proporcionada por el HS Ill Seal implantado, retirar el HS IIl Seal
defectuoso, abrir un nuevo HS Il Seal, cargar el HS Il Seal de reemplazo y colocar el HS IlI
Seal cargado en la aortotomia creada (retraso del procedimiento sin intervencién adicional).

o Elcirujano considera mas apropiado utilizar una pinza adrtica para completar la anastomosis
debido a que el HS Il Seal desplegado no logré proporcionar hemostasia adecuada para
completarla y no hay un HS lll Seal de reemplazo disponible, o la preferencia del cirujano
determina que la situacién no permite el uso de un HS Ill Seal de reemplazo y se utiliza una
pinza adrtica para completar la anastomosis proximal segln la técnica quirdrgica tradicional.
(retraso del procedimiento con intervencién adicional)

e Daio tisular: puede ocurrir durante la manipulacién del HS Ill Seal afectado, durante el despliegue
de un segundo HS Il Seal cargado en la misma aortotomia y/o al necesitar convertir el
procedimiento al uso de una pinza adrtica para completar la aortotomia.

e Sangrado: Una pequefia cantidad de pérdida de sangre alrededor del HS Il Seal desplegado es
normal y esperada al realizar la anastomosis proximal utilizando un HS 11l Seal. Puede producirse una
mayor pérdida de sangre que requiera intervencién adicional cuando ocurre dafio del tejido adrtico,
independientemente de la causa.

e Evento(s) embdlico(s): como resultado de la manipulaciéon adicional de la aorta secundaria a la
necesidad de abordar la falla del HS Il Seal en proporcionar hemostasia adecuada.

Entre el 1 de junio de 2023 y el 22 de julio de 2025, Getinge recibid las siguientes quejas:
e 274 reportes relacionados con falla de carga, lo que representa una tasa de quejas del 0,386%
e 96 reportes relacionados con falla de despliegue, lo que representa una tasa de quejas del 0,135%
e 30 reportes relacionados con hemostasia inadecuada, lo que representa una tasa de quejas del 0,042%

Medidas y acciones recomendadas

Getinge proporciona las siguientes instrucciones para evitar/minimizar las fallas descritas anteriormente.

1. Falla del Heartstring Seal al cargar
a. Recordatorios importantes:

i. Segun las Instrucciones de Uso (IFU) del dispositivo, el HS Il Seal debe cargarse y
retirarse del dispositivo de carga (Loading Device), luego inspeccionarse y ajustarse si es
necesario para confirmar una carga exitosa y finalmente desbloquearse antes de retirar
cualquier adventicia del drea anastomdtica planificada y crear la aortotomia. Cargar el HS
Il Seal y confirmar una carga exitosa antes de crear la aortotomia minimiza el riesgo para
los pacientes, ya que la aorta permanece intacta hasta confirmar que la carga del HS llI
Seal fue exitosa.

ii. Siel HS Il Seal no se carga segun lo previsto, el dispositivo debe reemplazarse.

b. Cémo evitar/minimizar la ocurrencia de esta falla
i. Revisar las Instrucciones de Uso (IFU) del dispositivo Heartstring antes
de su utilizacion, especialmente si Heartstring no se utiliza de forma
rutinaria.
ii. Cargar el HS lll Seal siguiendo cuidadosamente las Instrucciones de
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Uso (IFU) del dispositivo paso a paso.

iii. De acuerdo con las Secciones 4.3-4.5 de las IFU, confirmar que el HS IlI
Seal ha sido correctamente cargado en el dispositivo de liberacién
(Delivery Device) inspeccionando el HS Il Seal cargado una vez que haya
sido introducido en el Delivery Device y retirado del dispositivo de carga
(Loading Device).

iv. Un HS Ill Seal que no sea inspeccionado adecuadamente después de
retirarlo del dispositivo de carga (Loading Device) puede fallar durante el
despliegue del HS 11l Seal y causar dafio al paciente. (Ver la informacién
relacionada con Falla de Despliegue).

v. Completar la carga exitosa del HS Ill Seal antes de limpiar la
adventicia de la superficie adrtica y crear la aortotomia.

C. Accion atomarsi el HS Il Seal falla al cargarse.
i. Desechar el HS Il Seal defectuoso.
ii. Tener siempre disponible un segundo HS Il Seal para reemplazar un
dispositivo defectuoso. Consultar las IFU del dispositivo para asegurar
una carga exitosa.

2. Falla del Heartstring Il Seal al desplegarse en la aortotomia
a. Recordatorios importantes:

i. Asegurarse de que el HS lll Seal haya sido correctamente cargado en el
dispositivo de liberacion (Delivery Device), tal como se describe en la
seccidén anterior.

ii. Después de retirar el HS Ill Seal cargado del dispositivo de carga (Loading
Device), inspeccionar el HS Il Seal cargado, de acuerdo con las Secciones
4.3-4.5 de las IFU, para confirmar lo siguiente:

1. Que el HS Il Seal cargado no esté agrietado.

2. Que la porcion del HS lll Seal que no esta dentro del tubo del
Delivery Device no esté ensanchada mas alla del didmetro del
tubo del Delivery Device.

3. Que los extremos del resorte de tensién (Tension Spring) estén
alineados de modo que contacten ambos bordes proximales
del HS 1l Seal cargado durante la colocaciéon del Seal en la
aortotomia.

b. Cémo evitar/minimizar la ocurrencia de esta falla:

i. Después de confirmar la carga exitosa del HS Il Seal y crear la aortotomia,
desplegar el HS Il Seal cargado en la aortotomia siguiendo
cuidadosamente los pasos de despliegue documentados en las IFU del
dispositivo.

ii. Siel HS Il Seal no se despliega segun lo previsto, el dispositivo debe
reemplazarse.

c. Accion atomar si el HS lll Seal no se despliega correctamente en la aorta.
i. Ocluir la aortotomia para controlar el sangrado utilizando el dedo indice.
ii. Abrir un segundo HS Il Seal. Cargar el HS Il Seal de acuerdo con las IFU del
dispositivo. Introducir el HS Ill Seal cargado en la aortotomia y seguir las
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IFU para completar la anastomosis.

iii. Sila colocacién del segundo HS Il Seal en la aortotomia no tiene éxito, o
la preferencia del cirujano determina que la situacidn no permite el uso
de un HS 11l Seal de reemplazo, colocar una pinza de oclusiéon parcial en la
aorta, aislando la aortotomia, y realizar la anastomosis segun la técnica
quirdrgica tradicional.

3. Falla del Heartstring Ill Seal desplegado para proporcionar hemostasia adecuada:
a. Cdomo evitar/minimizar la ocurrencia de este modo de falla:
i. Cargar siempre e inspeccionar cuidadosamente el HS Ill Seal cargado para
confirmar que la carga en el dispositivo de liberacién (Delivery Device) se
haya realizado correctamente antes de retirar la adventicia de la aorta 'y
crear la aortotomia. (Ver recordatorios importantes anteriores).

ii. No utilizar el sistema Heartstring Proximal Seal en pacientes con aorta de pared
delgada.

iii. Al realizar multiples anastomosis, asegurar que todos los sitios
anastomoéticos estén separados al menos 1,5 cm para garantizar la
hemostasia.

iv. No sumergir el HS Il Seal en solucién antes del despliegue.

b. Accion a tomar si el HS lll Seal no se abre/no proporciona hemostasia
adecuada después del despliegue.

i. Cubrir la aortotomia con el dedo indice y ajustar suavemente el resorte
de tensidn (Tension Spring) para asegurar que el HS Il Seal se haya
desplegado completamente.

ii. Si persiste la falta de hemostasia adecuada:

1. Retirar el HS Ill Seal desplegado de la aortotomia de acuerdo con las
IFU del dispositivo.

2. Cargar un segundo HS Il Seal y desplegar el Seal cargado en
la aortotomia conforme a las IFU del dispositivo y completar
la anastomosis.

3. Siel segundo HS Ill Seal no tiene éxito o la preferencia del
cirujano determina que la situacién no permite el uso de un HS
[l Seal de reemplazo, colocar una pinza de oclusién parcial en la
aorta, aislando la aortotomia, y realizar la anastomosis segun la
técnica quirdrgica tradicional.

Acciones para el cliente
Getinge solicita que tome las siguientes acciones:

1. Asegurese de que este mensaje sea reenviado a todas las personas que deban ser
notificadas dentro de su organizacidn o en cualquier organizacion a la que se hayan
transferido los dispositivos afectados.

Informacién adicional

Getinge estd comunicando esta informacidn a las agencias regulatorias correspondientes.

Lamentamos cualquier inconveniente que esto pueda ocasionar. Estamos comprometidos con
la seguridad del paciente y agradecemos su pronta atencién a este asunto. Si tiene alguna
pregunta con respecto a esta comunicacion, por favor comuniquese con su representante de
Getinge o con el Servicio de Atencidn al Cliente de Getinge.

206 OT# 1336551



GETINGE 3¢

Cordialmente,

Francisco Vicenty
Director de Calidad y Cumplimiento Regulatorio, Interino
Getinge, Cirugia Cardiovascular
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Saudi Arabia (en)

August 2025
Field Safety Notice
Heartstring 1l Proximal Seal System
Reference Number: 1336551
Model Number uUDI Model Name Serial/Lot Numbers

HS-3045 HSK-3038 00607567700307
HSK-3043 00607567700314 Heartstring Il Proximal Seal System All Unexpired Lots

00607567700321
Distribution Dates: July 1, 2024 - Present
Manufacturing Dates: March 7, 2024 - Present

Dear Risk Manager,

The purpose of this letter is to advise you that Maquet Cardiovascular, a subsidiary of Getinge, is
issuing an Urgent Medical Device Correction for the Heartstring Il Proximal Seal System (HS Il
Seal). Our records indicate that you have received one or more of the affected devices that are
affected by this notification.

Issue Description

Three primary failure modes have been identified.

1.

Failure of the Heartstring Seal to Load: This failure applies to any malfunction of the
device that occurs during the four-step loading process using the Heartstring Loading
Device, the visual inspection of a successfully loaded HS Il Seal, and unlocking the
Delivery Device upon successful completion of the HS Ill Seal loading steps.

Failure of the Heartstring Seal to Deploy into the aortotomy: This failure applies to any
malfunction of the HS Il Seal and/or Delivery Device from the time the Delivery Device is
successfully unlocked to once complete delivery of the HS Il Seal into the aortotomy and
all contents of the Proximal Seal (the Tether, Tension Spring, Seal Stem, Anchor Tab) have
exited the Delivery Device.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: This failure
applies to any malfunction of a successfully deployed HS Ill Seal that does not adequately
control bleeding at the anastomotic to allow the surgeon to perform suturing of the
anastomosis, despite gentle adjustment of the Tension Spring after Seal deployment
and/or the use of a blower mister, suction, or saline syringe to clear the anastomotic site.
This failure includes customer identification of a defective or damaged HS Il Seal
following successful deployment of the HS Ill Seal into the aorta that results/or may result
in inadequate hemostasis that prevents the surgeon to complete the anastomosis
without removing the defective HS Ill Seal.

Root cause investigation is ongoing at this time.
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Risks to Health

1. Failure to Load: When used in accordance with the device Instructions for Use (IFU), a HS llI
Seal that fails to load does not pose a direct risk to the patient. However, this failure may
lead to a delay in the surgical procedure. This delay can range from a few minutes to
retrieve and load a new Seal, to a potential conversion from using the HS Il Seal to
perform the proximal anastomosis to employing an aortic clamp to complete the
procedure.

2. Failure to Deploy: When the loaded HS Il Seal fails to deploy from the Delivery Device,
the following procedural steps have already been performed and may contribute to the
potential risk of patient harm. If the loaded HS Il Seal fails to deploy from the Delivery
Device, several procedural steps will have already been completed which may increase the
potential risk of patient harm.

e The aortotomy has been created.

e The distal end of the Delivery Device Tube has been inserted through the aortotomy.

e The Plunger of the Delivery Device has been depressed, or an attempt has been made to
depress it.

e Theloaded HS Il Seal has not successfully deployed from the distal end of the Delivery
Device Tube.

e When the Delivery Device is removed from the aortotomy the HS Il Seal will not be
deployed and bleeding from the aortotomy will need to be controlled by placing a
finger over the aortotomy.

The following potential patient harms may occur:

e Surgical procedure delay: to remove the non-deployed HS Il Seal, open a new HS llI
Proximal Seal, load the Seal into the Delivery Device, and deliver the loaded HS Il Seal
into the created aortotomy (delay without additional intervention) vs. the decision to
use an aortic clamp to complete the anastomosis because the loaded Seal failed to
deploy (delay with an additional intervention)

o Tissue damage: may occur as a result of deploying a loaded HS Il Seal that is flared at
the tip. A flared tip will have a diameter that is larger than the distal Delivery Device
Tube. Deploying a loaded Seal that has a flared tip can cause aortotomy tissue damage
and if greater force is used to deploy the affected Seal there is a potential risk of
backwalling the aorta during insertion. Tissue damage may also occur during removal
of the Delivery Device from the aortotomy, deploying a second loaded HS Il Seal into
the same aortotomy, and/or needing to convert to use of an aortic clamp to complete
the aortotomy.

o Bleeding: minimal blood loss may occur when removing the Delivery Device from the
aortotomy, controlling the bleeding from the aortotomy manually, and delivering a
replacement HS Il Seal. Greater blood loss, requiring additional intervention, may
occur if tissue damage occurs.

e Embolic event resulting from additional manipulation of the aorta to address the HS llI
Seal loading failure.

3. Failure of the deployed Heartstring Seal to provide adequate hemostasis: When a
deployed HS Il Seal fails to provide adequate hemostasis for the surgeon to complete the
proximal anastomosis, several steps of the HS Ill Seal System use have already been
completed and may increase the potential risk of patient harm. The following procedural
steps will have taken place.

e The aortotomy has been created.

e The loaded HS Il Seal has been deployed into the aorta.

e Bleeding from the aorta is deemed by the surgeon too great to perform the anastomosis.
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The following potential patient harms may occur:

e Surgical procedure delay: may occur as follows:

o Additional operative time taken to attempt to make Seal adjustments to
improve hemostasis by the delivered HS Ill Seal, remove the defective HS llI
Seal, open a new HS lll Seal, load the replacement HS Il Seal, and deliver the
loaded HS Il Seal into the created aortotomy (procedure delay without
additional intervention)

o Surgeon deems it most appropriate to use an aortic clamp to complete the
anastomosis because the deployed HS Il Seal failed to provide adequate
hemostasis to complete the anastomosis and a replacement HS Ill Seal is not
available or surgeon preference determines the situation does not allow for
use of a replacement HS Ill Seal and an aortic clamp is use to complete the
proximal anastomosis per traditional surgical technique. (procedure delay with
an additional intervention)

e Tissue damage: Tissue damage may occur during manipulation of the affected HS llI
Seal, during Seal deployment of a second loaded HS Il Seal into the same aortotomy,
and/or needing to convert to use of an aortic clamp to complete the aortotomy.

e Bleeding: A small amount of blood loss around the deployed HS Il Seal is normal and
expected while performing the proximal anastomosis using a HS Ill Seal. Greater blood
loss requiring additional intervention may occur when aortic tissue damage occurs,
regardless of the cause.

e Embolic event(s): resulting from additional manipulation of the aorta secondary to
addressing the HS Il Seal failure to provide adequate hemostasis.

Between June 1, 2023, and July 22, 2025, Getinge received the following complaints:
e 274 reports related to failure to load, representing a complaint rate of 0.386%
e 96 reports related to failure to deploy, representing a complaint rate of 0.135%
e 30reports related to inadequate hemostasis, representing a complaint rate of 0.042%

Recommended Mitigations and Actions

Getinge is providing the following instructions to avoid/minimize the failures discussed above.

1. Failure of the Heartstring Seal to Load
a. Important reminders:

i. Perthe device IFU, the HS IIl Seal is intended to be loaded and removed
from the Loading Device, then inspected and adjusted if necessary to
confirm successful loading and finally unlocked prior to clearing any
adventitia from the planned anastomotic area and creating the aortotomy.
Loading the HS Il Seal and confirming successful loading prior to creating
the aortotomy minimizes risk to patients because the aorta remains
untouched until confirming successful loading of the HS Ill Seal.

ii. If the HS Il Seal fails to load as intended, the device should be replaced.

b. How to avoid/minimize occurrence of this failure

i. Review the Heartstring device IFU prior to use, especially if Heartstring is
not used on a routine basis.

ii. Load the HS Il Seal by carefully following the device step-by-step
Instructions for Use (IFU).

iii. Per Section 4.3-4.5 of the IFU, confirm the HS Ill Seal has been properly
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loaded into the Delivery Device by inspecting the loaded HS Il Seal
once the HS Il Seal has been loaded into the Delivery Device and has
been removed from the Loading Device.

iv. A HS Il Seal that is not properly inspected after removal from the
Loading Device may fail during HS lll Seal Deployment and cause
patient harm. (see information relating to Failure to Deploy).

v. Complete successful loading of the HS Il Seal prior to cleaning the
aortic surface adventitia and creating the aortotomy.

c. Action to be taken if the HS Ill Seal fails to load.

i. Discard the failed HS Ill Seal.

ii. Always have a second HS Ill Seal available to replace a failed device.
Refer to the device IFU to ensure successful loading.

2. Failure of the Heartstring lll Seal to Deploy into the aortotomy
a. Important reminders:

i. Ensure the HS Ill Seal has been properly loaded into the Delivery Device as
described in the section above.

ii. After removing the loaded HS Il Seal from the Loading Device, inspect the
loaded HS lll Seal, according to IFU Sections 4.3-4.5, to confirm the
following:

1. Theloaded HS Il Seal is not cracked.

2. The portion of the HS Il Seal that is not loaded into the Delivery Device
Tube does not flare wider than the Delivery Device Tube diameter.

3. The Tension Spring ends are aligned such that they will contact both
proximal edges of the loaded HS Il Seal during Seal delivery into the
aortotomy.

b. How to avoid/minimize the occurrence of this failure:

i.  After confirmation of successful HS Il Seal loading and creation of the
aortotomy, deploy the loaded HS lll Seal into the aortotomy by carefully
following the steps for HS Il Seal deployment documented in the device
IFU.

ii.  Ifthe HS lll Seal fails to deploy as intended, the device should be replaced.

c. Action to be taken if the HS Il Seal fails to successfully deploy into the aorta.

i. Occlude the aortotomy to control bleeding using an index finger.

ii. Openasecond HS Il Seal. Load the HS Il Seal per the device IFU. Deliver the
loaded HS Il Seal into the aortotomy and follow the IFU to complete the
anastomosis.

iii.  If delivery of the second HS Il Seal into the aortotomy is not successful, or
surgeon preference determines the situation does not allow for use of a
replacement HS Ill Seal, place a partial occlusion clamp on the aorta, isolating
the aortotomy, and perform the anastomosis per traditional surgical technique.

3. Failure of the deployed Heartstring Il Seal to provide adequate hemostasis:
a. How to avoid/minimize occurrence of this failure mode:

i. Always load and carefully inspect the loaded HS Ill Seal to confirm successful
loading of the HS Il Seal into the Delivery Device prior to clearing any aorta
adventitia and creating the aortotomy. (See important reminders directly
above.)
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ii. Do not use the Heartstring Proximal Seal System in patients with a thin-
walled aorta.
iii.  When performing multiple anastomosis, ensure all anastomotic sites are at
least 1.5 cm apart to ensure hemostasis.
iv. Do not soak the HS Ill Seal in solution prior to deployment.
b. Action to be taken if the HS Ill Seal does not open/provide adequate
hemostasis post Seal deployment.
i. Cover the aortotomy with an index finger and gently adjust the Tension Spring
to ensure the HS Ill Seal has been fully deployed.
ii. If lack of adequate hemostasis persists:
1. Remove the deployed HS Il Seal from the aortotomy per device IFU.
2. Load asecond HS Ill Seal and deploy the loaded Seal into the aortotomy
per device IFU and complete the anastomosis.
3. If the second HS Ill Seal is not successful or surgeon preference
determines the situation does not allow for use of a replacement HS Il
Seal, place a partial occlusion clamp on the aorta, isolating the aortotomy,
and perform the anastomosis per traditional surgical technique.
Customer Actions
Getinge requests that you take the following actions:
1. Please ensure this message is forwarded to any individuals that need notification within
your organization or any organization where the affected devices have been transferred.

Additional Information

Getinge is communicating this information to the appropriate regulatory agencies.
We regret any inconvenience this may cause. We are committed to patient safety and
appreciate your prompt attention to this matter. If you have any questions regarding this

communication, please contact your Getinge representative or Getinge Customer Service.

Sincerely,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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Singapore (en)

August 2025
Field Safety Notice
Heartstring 1l Proximal Seal System
Reference Number: 1336551
Model Number uUDI Model Name Serial/Lot Numbers

HS-3045 HSK-3038 00607567700307
HSK-3043 00607567700314 Heartstring Il Proximal Seal System All Unexpired Lots

00607567700321
Distribution Dates: July 1, 2024 - Present
Manufacturing Dates: March 7, 2024 - Present

Dear Risk Manager,

The purpose of this letter is to advise you that Maquet Cardiovascular, a subsidiary of Getinge, is
issuing an Urgent Medical Device Correction for the Heartstring Il Proximal Seal System (HS Il
Seal). Our records indicate that you have received one or more of the affected devices that are
affected by this notification.

Issue Description

Three primary failure modes have been identified.

1.

Failure of the Heartstring Seal to Load: This failure applies to any malfunction of the
device that occurs during the four-step loading process using the Heartstring Loading
Device, the visual inspection of a successfully loaded HS Il Seal, and unlocking the
Delivery Device upon successful completion of the HS Ill Seal loading steps.

Failure of the Heartstring Seal to Deploy into the aortotomy: This failure applies to any
malfunction of the HS Il Seal and/or Delivery Device from the time the Delivery Device is
successfully unlocked to once complete delivery of the HS Il Seal into the aortotomy and
all contents of the Proximal Seal (the Tether, Tension Spring, Seal Stem, Anchor Tab) have
exited the Delivery Device.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: This failure
applies to any malfunction of a successfully deployed HS Ill Seal that does not adequately
control bleeding at the anastomotic to allow the surgeon to perform suturing of the
anastomosis, despite gentle adjustment of the Tension Spring after Seal deployment
and/or the use of a blower mister, suction, or saline syringe to clear the anastomotic site.
This failure includes customer identification of a defective or damaged HS Il Seal
following successful deployment of the HS Ill Seal into the aorta that results/or may result
in inadequate hemostasis that prevents the surgeon to complete the anastomosis
without removing the defective HS Ill Seal.

Root cause investigation is ongoing at this time.
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Risks to Health

1. Failure to Load: When used in accordance with the device Instructions for Use (IFU), a HS llI
Seal that fails to load does not pose a direct risk to the patient. However, this failure may
lead to a delay in the surgical procedure. This delay can range from a few minutes to
retrieve and load a new Seal, to a potential conversion from using the HS Il Seal to
perform the proximal anastomosis to employing an aortic clamp to complete the
procedure.

2. Failure to Deploy: When the loaded HS Il Seal fails to deploy from the Delivery Device,
the following procedural steps have already been performed and may contribute to the
potential risk of patient harm. If the loaded HS Il Seal fails to deploy from the Delivery
Device, several procedural steps will have already been completed which may increase the
potential risk of patient harm.

e The aortotomy has been created.

e The distal end of the Delivery Device Tube has been inserted through the aortotomy.

e The Plunger of the Delivery Device has been depressed, or an attempt has been made to
depress it.

e Theloaded HS Il Seal has not successfully deployed from the distal end of the Delivery
Device Tube.

e When the Delivery Device is removed from the aortotomy the HS Il Seal will not be
deployed and bleeding from the aortotomy will need to be controlled by placing a
finger over the aortotomy.

The following potential patient harms may occur:

e Surgical procedure delay: to remove the non-deployed HS Il Seal, open a new HS llI
Proximal Seal, load the Seal into the Delivery Device, and deliver the loaded HS Il Seal
into the created aortotomy (delay without additional intervention) vs. the decision to
use an aortic clamp to complete the anastomosis because the loaded Seal failed to
deploy (delay with an additional intervention)

o Tissue damage: may occur as a result of deploying a loaded HS Il Seal that is flared at
the tip. A flared tip will have a diameter that is larger than the distal Delivery Device
Tube. Deploying a loaded Seal that has a flared tip can cause aortotomy tissue damage
and if greater force is used to deploy the affected Seal there is a potential risk of
backwalling the aorta during insertion. Tissue damage may also occur during removal
of the Delivery Device from the aortotomy, deploying a second loaded HS Il Seal into
the same aortotomy, and/or needing to convert to use of an aortic clamp to complete
the aortotomy.

o Bleeding: minimal blood loss may occur when removing the Delivery Device from the
aortotomy, controlling the bleeding from the aortotomy manually, and delivering a
replacement HS Il Seal. Greater blood loss, requiring additional intervention, may
occur if tissue damage occurs.

e Embolic event resulting from additional manipulation of the aorta to address the HS llI
Seal loading failure.

3. Failure of the deployed Heartstring Seal to provide adequate hemostasis: When a
deployed HS Il Seal fails to provide adequate hemostasis for the surgeon to complete the
proximal anastomosis, several steps of the HS Ill Seal System use have already been
completed and may increase the potential risk of patient harm. The following procedural
steps will have taken place.

e The aortotomy has been created.

e The loaded HS Il Seal has been deployed into the aorta.

e Bleeding from the aorta is deemed by the surgeon too great to perform the anastomosis.
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The following potential patient harms may occur:

e Surgical procedure delay: may occur as follows:

o Additional operative time taken to attempt to make Seal adjustments to
improve hemostasis by the delivered HS Ill Seal, remove the defective HS Il
Seal, open a new HS lll Seal, load the replacement HS Il Seal, and deliver the
loaded HS Il Seal into the created aortotomy (procedure delay without
additional intervention)

o Surgeon deems it most appropriate to use an aortic clamp to complete the
anastomosis because the deployed HS Il Seal failed to provide adequate
hemostasis to complete the anastomosis and a replacement HS Ill Seal is not
available or surgeon preference determines the situation does not allow for
use of a replacement HS Ill Seal and an aortic clamp is use to complete the
proximal anastomosis per traditional surgical technique. (procedure delay with
an additional intervention)

e Tissue damage: Tissue damage may occur during manipulation of the affected HS llI
Seal, during Seal deployment of a second loaded HS Il Seal into the same aortotomy,
and/or needing to convert to use of an aortic clamp to complete the aortotomy.

e Bleeding: A small amount of blood loss around the deployed HS Il Seal is normal and
expected while performing the proximal anastomosis using a HS Ill Seal. Greater blood
loss requiring additional intervention may occur when aortic tissue damage occurs,
regardless of the cause.

e Embolic event(s): resulting from additional manipulation of the aorta secondary to
addressing the HS Il Seal failure to provide adequate hemostasis.

Between June 1, 2023, and July 22, 2025, Getinge received the following complaints:
e 274 reports related to failure to load, representing a complaint rate of 0.386%
e 96 reports related to failure to deploy, representing a complaint rate of 0.135%
e 30reports related to inadequate hemostasis, representing a complaint rate of 0.042%

Recommended Mitigations and Actions

Getinge is providing the following instructions to avoid/minimize the failures discussed above.

1. Failure of the Heartstring Seal to Load
a. Important reminders:

i. Perthe device IFU, the HS IIl Seal is intended to be loaded and removed
from the Loading Device, then inspected and adjusted if necessary to
confirm successful loading and finally unlocked prior to clearing any
adventitia from the planned anastomotic area and creating the aortotomy.
Loading the HS Il Seal and confirming successful loading prior to creating
the aortotomy minimizes risk to patients because the aorta remains
untouched until confirming successful loading of the HS Ill Seal.

ii. If the HS Il Seal fails to load as intended, the device should be replaced.

b. How to avoid/minimize occurrence of this failure

i. Review the Heartstring device IFU prior to use, especially if Heartstring is
not used on a routine basis.

ii. Load the HS Il Seal by carefully following the device step-by-step
Instructions for Use (IFU).

iii. Per Section 4.3-4.5 of the IFU, confirm the HS Ill Seal has been properly
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loaded into the Delivery Device by inspecting the loaded HS Il Seal
once the HS Il Seal has been loaded into the Delivery Device and has
been removed from the Loading Device.

iv. A HS Il Seal that is not properly inspected after removal from the
Loading Device may fail during HS lll Seal Deployment and cause
patient harm. (see information relating to Failure to Deploy).

v. Complete successful loading of the HS Il Seal prior to cleaning the
aortic surface adventitia and creating the aortotomy.

c. Action to be taken if the HS Ill Seal fails to load.

i. Discard the failed HS Ill Seal.

ii. Always have a second HS Ill Seal available to replace a failed device.
Refer to the device IFU to ensure successful loading.

2. Failure of the Heartstring lll Seal to Deploy into the aortotomy
a. Important reminders:

i. Ensure the HS Ill Seal has been properly loaded into the Delivery Device as
described in the section above.

ii. After removing the loaded HS Il Seal from the Loading Device, inspect the
loaded HS lll Seal, according to IFU Sections 4.3-4.5, to confirm the
following:

1. Theloaded HS Il Seal is not cracked.

2. The portion of the HS Il Seal that is not loaded into the Delivery Device
Tube does not flare wider than the Delivery Device Tube diameter.

3. The Tension Spring ends are aligned such that they will contact both
proximal edges of the loaded HS Il Seal during Seal delivery into the
aortotomy.

b. How to avoid/minimize the occurrence of this failure:

i.  After confirmation of successful HS Il Seal loading and creation of the
aortotomy, deploy the loaded HS lll Seal into the aortotomy by carefully
following the steps for HS 1l Seal deployment documented in the device
IFU.

ii.  Ifthe HS lll Seal fails to deploy as intended, the device should be replaced.

c. Action to be taken if the HS Il Seal fails to successfully deploy into the aorta.

i. Occlude the aortotomy to control bleeding using an index finger.

ii. Openasecond HS Il Seal. Load the HS Il Seal per the device IFU. Deliver the
loaded HS Il Seal into the aortotomy and follow the IFU to complete the
anastomosis.

iii. If delivery of the second HS Ill Seal into the aortotomy is not successful, or
surgeon preference determines the situation does not allow for use of a
replacement HS Ill Seal, place a partial occlusion clamp on the aorta, isolating
the aortotomy, and perform the anastomosis per traditional surgical technique.

3. Failure of the deployed Heartstring Il Seal to provide adequate hemostasis:
a. How to avoid/minimize occurrence of this failure mode:

i. Always load and carefully inspect the loaded HS Ill Seal to confirm successful
loading of the HS Il Seal into the Delivery Device prior to clearing any aorta
adventitia and creating the aortotomy. (See important reminders directly
above.)
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ii. Do not use the Heartstring Proximal Seal System in patients with a thin-
walled aorta.
iii.  When performing multiple anastomosis, ensure all anastomotic sites are at
least 1.5 cm apart to ensure hemostasis.
iv. Do not soak the HS Ill Seal in solution prior to deployment.
b. Action to be taken if the HS Ill Seal does not open/provide adequate
hemostasis post Seal deployment.
i. Cover the aortotomy with an index finger and gently adjust the Tension Spring
to ensure the HS Ill Seal has been fully deployed.
ii. If lack of adequate hemostasis persists:
1. Remove the deployed HS Il Seal from the aortotomy per device IFU.
2. Load asecond HS Ill Seal and deploy the loaded Seal into the aortotomy
per device IFU and complete the anastomosis.
3. If the second HS Ill Seal is not successful or surgeon preference
determines the situation does not allow for use of a replacement HS Il
Seal, place a partial occlusion clamp on the aorta, isolating the aortotomy,
and perform the anastomosis per traditional surgical technique.
Customer Actions
Getinge requests that you take the following actions:
1. Please ensure this message is forwarded to any individuals that need notification within
your organization or any organization where the affected devices have been transferred.

Additional Information

Getinge is communicating this information to the appropriate regulatory agencies.
We regret any inconvenience this may cause. We are committed to patient safety and
appreciate your prompt attention to this matter. If you have any questions regarding this

communication, please contact your Getinge representative or Getinge Customer Service.

Sincerely,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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Slovakia (sk)

august 2025
Bezpecnostny oznam
Proximalny uzatvaraci systém Heartstring Ill
Referencné Cislo: 1336551

Modelové ¢islo uDI Nazov modelu Sériové Cislo/Saria
HS-3045 00607567700307 o o )
HSK-3038 00607567700314 Z:;Xr'tr:;::; :lzatvarau system :/:fzt:y neexspirované
HSK-3043 00607567700321
Datumy distribucie: od 1. jula 2024 doteraz
Datumy vyroby: od 7. marca 2024 doteraz

Vazeny manazér rizik,

ucelom tohto listu je informovat vas, Ze spolo¢nost Maquet Cardiovascular, dcérska spoloénost spoloénosti

Getinge, vydava naliehavu opravu zdravotnickej pomoécky Proximdlny uzatvaraci systém Heartstring Il

(uzéver HS 1ll). Podla nasich zaznamov ste dostali jednu alebo viac dotknutych zdravotnickych pomdcok,
ktorych sa tento oznam tyka.

Opis problému

Boli identifikované tri primarne reZzimy zlyhania.

1.

219

Zlyhanie pri zavadzani uzaveru: tento problém sa tyka akéhokolvek zlyhania zariadenia,
ku ktorému doéjde pocas Stvorkrokového procesu zavadzania pomocou zavadzacieho zariadenia
Heartstring, vizualnej kontroly uUspesne zavedeného uzdveru HS Il a odistenia aplikacného
zariadenia po Uspesnom dokonceni krokov zavadzania uzdveru HS Ill.

Zlyhanie pri rozvinuti uzaveru Heartstring do aortotémie: tento problém sa vztahuje na akékolvek
zlyhanie uzéveru HS Il a/alebo aplikacného zariadenia od okamihu, ¢o je aplikacné zariadenie
Uspesne odistené, do okamihu, ¢o je uzaver HS Il Uplne umiestneny do aortotémie, a vSetky Casti
proximalneho uzaveru (vldkno, napinacia pruzina, telo uzaveru, ukotvovacie putko) su odstranené
z aplikacného zariadenia.

Rozvinuty uzaver Heartstring neposkytuje dostatocnii hemostazu: tento problém sa tyka
akejkolvek poruchy fungovania Uspesne rozvinutého uzdveru HS I, ktory nezaistuje v mieste
anastomodzy adekvatnu kontrolu krvacania na uskutocnenie Sitia anastomézy, ato aj napriek
jemnému nastaveniu napinacej pruziny po rozvinuti uzaveru a/alebo poutziti ventildtorového
postrekovaca, odsavania alebo striekacky s fyziologickym roztokom na vyclistenie miesta
anastomodzy. Tato porucha zahfia aj pripad, ked zdkaznik identifikuje chybny alebo poskodeny
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uzaver HS Il po uspesnom rozvinuti uzaveru HS Il do aorty, ked porucha ma/mézie mat za
nasledok nedostatoéni hemostazu, ktora chirurgovi brani v dokonceni anastomdzy bez
odstranenia chybného uzaveru HS Il

Momentalne prebieha Setrenie hlavnej priciny.

Zdravotné rizika:

220

1.

Zlyhanie pri zavadzani: ak sa uzaver HS Ill pouziva podla navodu na pouzitie (IFU) pombcky,

nepredstavuje zlyhanie pri zavadzani pre pacienta priame riziko. Toto zlyhanie vSak mdze viest

k oneskoreniu chirurgického zakroku. Toto oneskorenie sa mébze pohybovat vrozsahu od

niekolkych minut potrebnych na vybratie a zavedenie nového uzdveru az po potencidlny prechod

z pouzitia uzdveru HS Il k vykonaniu proximadlnej anastomdzy na pouZitie aortalnej svorky na

dokoncenie zdkroku.

Zlyhanie pri rozvinuti: ked sa nedari rozvinut zavedeny uzaver HS lll z aplikacného zariadenia, boli

uz vykonané nasledujuce procedurdlne kroky atie moZu prispiet k potencidlnemu riziku

poskodenia zdravia pacienta. Ak sa zavedeny uzadver HS Il nedari rozvinut z aplika¢ného

zariadenia, bude uZ vykonanych niekolko proceduralnych krokov, ktoré mézu zvysit potencidlne

riziko poSkodenia zdravia pacienta.

e Bola vytvorenad aortotémia.

e Distalny koniec trubice aplikacného zariadenia bol zavedeny cez aortotémiu.

e Piest aplikacného zariadenia bol stlaceny alebo sa uskutocnil pokus o jeho stlacenie.

e Vlozeny uzaver HS lll sa nepodarilo Uspesne rozvinut z distdlneho konca trubice aplikaéného
zariadenia.

e Po vybrati aplikacného zariadenia z aortotomie sa uzaver HS Il nerozvinie a krvacanie
z aortotdmie bude nutné zastavit umiestnenim prsta cez aortotémiu.

Mo67Zu nastat nasledujice ujmy na zdravi pacienta:

e Oneskorenie chirurgického zakroku: odstranenie nerozvinutého uzaveru HS lll, otvorenie
nového proximalneho uzaveru HS lll, vloZenie uzaveru do aplikacného zariadenia a zavedenie
vloZzeného uzaveru HS Il do vytvorenej aortotémie (oneskorenie bez dalSieho zasahu) v.
rozhodnutie pouzit aortalnu svorku na dokoncenie anastomdzy, pretoze zavedeny uzaver sa
nepodarilo rozvinut (oneskorenie s dalsim zasahom).

e Poskodenie tkaniva: k poskodeniu tkaniva mdZe dojst v dosledku rozvinutia zavedeného
uzaveru HS lll, ktory je na Spicke rozsireny. Rozsirend Spicka bude mat priemer vacsi nez
distalna trubica aplikacného zariadenia. Rozvinutie zavedeného uzaveru s rozsirenym koncom
mozZe spOsobit poskodenie tkaniva v oblasti aortotdémie av pripade pouzitia vacsej sily na
rozvinutie dotknutého uzaveru existuje pri zavadzani mozné riziko poranenia zadnej steny
aorty. K poskodeniu tkaniva mozZe dojst aj pocas odstrariovania aplikacného zariadenia
z aortotomie, rozvinutia druhého zavedeného tesnenia HS Il do tej istej aortotomie a/alebo
nutnosti prejst na pouzitie aortalnej svorky na dokoncenie aortotomie.

e Krvacanie: k minimalnej strate krvi mbze dojst pocas odstrarfiovania aplikacného zariadenia
z aortotdmie, pri ovladani krvacania z aortotémie manudlne a aplikacii ndhradného uzaveru HS
IIl. Vacsia strata krvi, ktord by vyZzadovala dodatoénu intervenciu, moze nastat, ak dojde
k poskodeniu tkaniva.

e Embolickd udalost vdosledku dodato¢nej manipulacie saortou pri rieseni zlyhania pri
zavadzani uzdveru HS III.

Rozvinuty uzaver Heartstring neposkytuje dostatocni hemostazu: v pripade, Ze rozvinuty uzaver

HS 1l neposkytuje hemostdzu dostatocnd na to, aby mohol chirurg dokoncit proximalnu

anastomozu, boli uz dokoncené niektoré kroky suvisiace s pouZitim uzatvaracieho systému HS i
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a to modze zvysit potencialne riziko ujmy na zdravi pacienta. V tomto okamihu uz budd vykonané
nasledujuce kroky:

e Bola vykonana aortotémia.
e Zavedeny uzaver HS Il bol rozvinuty v aorte.
e Chirurg povazuje krvacanie z aorty za prilis silné, aby mohol vykonat anastomozu.

Moze dojst k nasledujicim ujmam na zdravi pacienta:
e Oneskorenie chirurgického zakroku: méze k nemu déjst nasledovne:

o Dodato¢ny operaény Cas potrebny na pokus o Upravu uzaveru s cielom zlepsit
hemostdzu pomocou zavedeného uzaveru HS Ill, odstranenie chybného uzaveru HS lll,
otvorenie nového uzaveru HS lll, vloZzenie nahradného uzaveru HS Ill a zavedenie
pripraveného uzdveru HS Il do vytvorenej aortotémie (Oneskorenie zakroku bez
dalSieho zasahu).

o Chirurg povaZuje za najvhodnejsie pouZit na dokoncenie anastomdzy aortalnu svorku,
pretoZe rozvinuty uzaver HS Il neposkytuje hemostdzu dostatocnu na dokoncenie
anastomézy a bud' nie je k dispozicii nahradny uzaver HS lll, alebo chirurg rozhodne, ze
situdcia neumoznuje pouzit nahradny uzaver HS Il a pouzije aortdlnu svorku na
dokoncenie proximalnej anastomdzy tradicnou chirurgickou technikou. (Oneskorenie
zakroku s dalsim zakrokom.)

e Poskodenie tkaniva: k poskodeniu tkaniva méze dojst pri manipuldcii s dotknutym uzdverom
HS 1ll, pocas rozvinutia druhého zavedeného uzéveru HS Il do tej istej aortotémie a/alebo
v pripade, ked bude treba prejst na pouZitie aortalnej svorky na dokoncenie aortotdmie.

e Krvacanie: mald strata krvi v okoli rozvinutého uzaveru HS Il je normdlna ada sa pri
vykondvani proximalnej anastomdzy pouzitim uzaveru HS Il olakavat. K vacsej strate krvi,
ktorad by vyzadovala dodato¢nu intervenciu, moze doéjst pri poskodeni tkaniva bez ohladu na
jeho pricinu.

e Embolicka udalost: vznikne dodatoénou manipulaciou s aortou v désledku rieenia zlyhania,
ked uzaver HS Ill neposkytuje dostato¢ni hemostazu.

Od 1. juna 2023 do 22. jula 2025 dostala spoloénost Getinge nasledujlce staznosti:
e 274 hlaseni suvisiacich so zlyhanim pri zavadzani, ¢o predstavuje mieru staznosti 0,386 %

e 96 hlaseni suvisiacich so zlyhanim pri rozvinuti, ¢o predstavuje mieru staznosti 0,135 %
e 30 hlaseni tykajucich sa nedostatocnej hemostazy, o predstavuje mieru staznosti 0,042 %

Odporucané zmiernujlce opatrenia a kroky:
Spolo¢nost Getinge poskytuje nasledujlce pokyny, ako sa vyhnut vyssie opisanym zlyhaniam /
minimalizovat ich.

1. Zlyhanie pri zavadzani uzaveru Heartstring
a. Dolezité pripomenutie

i. Navod na poutzitie pomdcky uvadza, ze uzaver HS lll sa ma zaviest a vybrat zo
zavadzacieho zariadenia, potom skontrolovat a v pripade potreby upravit, aby bolo
mozné potvrdit Uspesné zavedenie, a nasledne odistit pred odstranenim adventicie
z miesta planovanej anastomodzy a vytvorenim aortotdmie. Zavedenie uzaveru HS I
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a potvrdenie UspeSného zavedenia pred vytvorenim aortotdmie minimalizuje riziko
pre pacienta, pretoZe aorta zostava nedotknutd, pokym sa nepotvrdi Uspesné
zavedenie uzaveru HS III.

Ak zlyha planované zavedenie uzaveru HS Ill, pombcka by sa mala vymenit.

b. Ako sa vyhnut tomuto zlyhaniu / minimalizovat jeho vyskyt.

V.

Pred pouzitim si preStudujte navod na pouzitie pomocky Heartstring, najma ak sa
Heartstring nepouZziva pravidelne.

Pri zavadzani uzaveru HS Ill postupujte opatrne a dodrZujte postupne vsetky kroky
uvedené v nadvode na pouzitie. (IFU).

Podla pokynov v ¢lanku 4.3 — 4.5 ndvodu na pouzitie skontrolujte, Ze uzdver HS llI
bol spravne vloZeny do aplikacného zariadenia tak, Zze skontrolujete vlozeny uzaver
HS Il po jeho vloZeni do aplikaéného zariadenia avybrati zo zavadzacieho
zariadenia.

Uzaver HS Ill, ktory nebol po vybrati zo zavadzacieho zariadenia riadne
skontrolovany, moéZe pocas rozvinutia zlyhat a spdsobit pacientovi ujmu. (Pozri
informdcie suvisiace so zlyhanim pri rozvinuti).

Dokoncite Uspesné zavedenie uzdveru HS Ill pred ocistenim povrchu adventicie
aorty a vytvorenim aortotémie.

c. Opatrenia, ktoré je nutné vykonat v pripade, Ze uzaver HS zlyha pri zavadzani.

Uzéaver HS Ill, ktory sa nepodarilo zaviest, zlikvidujte.
Vzdy majte pripraveny druhy uzdver HS lll, ktorym nahradite poruchovi pomaécku.
S cielom dosiahnut Uspesné zavedenie sa riadte ndvodom na pouZzitie.

2. Zlyhanie pri rozvinuti uzaveru Heartstring do aortotomie
a. Dolezité pripomenutia:

Uistite sa, Ze uzdver HS lll bol sprdvne viloZeny do aplikacného zariadenia, ako je
uvedené v odseku vyssie.
Po vybrati vloZzeného uzaveru HS lll zo zavadzacieho zariadenia skontrolujte vloZzeny
uzaver HS lll podla navodu na pouZzitie (Cast 4.3. — 4.5), aby ste potvrdili, Ze:
1. VloZeny uzdver HS Il nie je popraskany.
2. Cast uzéveru HS IIl, ktord nie je vloZena do trubice aplikaéného zariadenia,
nie je SirSia nez priemer trubice aplikacného zariadenia.
3. Uistite sa, Zze sU konce napinacej pruZiny zarovnané tak, Ze sa pocas
zavadzania uzaveru HS Il do aortotdmie dotykaju oboch jeho
proximalnych koncov.

b. Ako sa vyhnut tomuto zlyhaniu / minimalizovat jeho vyskyt.

Hned ako potvrdite Uspesné zavedenie uzaveru HS lll a vytvorenie aortotémie,
rozvinte zavedeny uzaver HS Il do aortotémie. Dbkladne dodrZujte postup
rozvinutia uzadveru HS lll opisany v navode na pouZitie.

Ak sa uzaver HS Il nerozvinie podla o¢akavania, pomdcka by sa mala nahradit.

c. Opatrenia, ktoré je nutné vykonat, ak sa uzaver HS lll nerozvinie Uspesne do aorty.

Ukazovakom uzatvorte aortotémiu, aby ste zastavili krvacanie.

Otvorte druhy uzaver HS IIl. VloZte tento uzdver podla pokynov v ndvode na
pouzitie. Zavedte vloZeny uzdver HS Ill do aortotémie a na dokoncenie anastomédzy
dodrZujte postup v ndvode na pouZitie.
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Ak nebude zavedenie druhého uzdveru HS Il do aortotdmie Uspesné, alebo ak
chirurg rozhodne, Ze situacia nedovoluje pouzit ndhradny uzaver HS lll, na aortu
umiestnite ciastoénd okliznu svorku, ¢im izolujete aortotémiu, a vykonajte
anastomozu tradi¢nou chirurgickou technikou.

3. Rozvinuty uzaver Heartstring neposkytuje dostatocni hemostazu:
a. Ako sa vyhnut tomuto zlyhaniu / minimalizovat jeho vyskyt:

iv.

Pri zavadzani uzaveru HS Ill vykonajte dokladnu kontrolu, takisto po jeho zavedeni,
aby ste potvrdili Uspesné zavedenie uzaveru HS lll do aplikaéného zariadenia pred
tym, ako odistite adventiciu aorty avytvorite aortotdmiu. (pozri doleZité
pripomenutia vyssie).

NepouZivajte Proximalny uzatvaraci systém Heartstring u pacienta s tenkostennou
aortou.

Pri vykonavani viacndsobnych anastomdz sa uistite, Ze vietky miesta anastomdzy su
od seba vzdialené aspon 1,5 cm, aby bola zaistend hemostdza.

Pred rozvinutim nenamacajte uzaver HS Il do roztoku.

b. Opatrenia, ktoré je nutné vykonat, ak sa uzaver HS lll neotvori / neposkytuje po rozvinuti
dostatocnu hemostazu.

Ukazovakom uzatvorte aortotémiu a opatrne upravte napinaciu pruZinu, aby ste sa
uistili, Ze je uzaver HS lll Uplne rozvinuty.
Ak nedostatoc¢nd hemostaza pretrvava:

1. Vyberte rozvinuty uzdver HS Ill z aortotomie podla pokynov v ndvode na
pouzitie.

2. Zavedte druhy uzaver HS Il a rozvirite zavedeny uzdver v aortotomii podla
pokynov v navode na pouZzitie a dokoncite anastomodzu.

3. Ak nie je druhy uzaver HS lll Uspesny alebo chirurg rozhodne, Ze situdcia
nedovoluje pouzit ndhradny uzdver HS lll, na aortu umiestnite ¢iasto¢nu
okliznu svorku, ¢im izolujete aortotdmiu, a vykonajte anastomodzu
tradi¢nou chirurgickou technikou.

Opatrenia na strane zakaznika

Spolo¢nost Getinge po vas poZaduje nasledujlce opatrenia:

1. Zaistite, Ze tato sprava bude odovzdana vsetkym jedincom, ktori toto upozornenie potrebuju
v rdmci vasej organizacie alebo inej organizacie, kam boli dotknuté pomécky odovzdané.

Dodatocné informacie

Spolo¢nost Getinge oznamuje tieto informacie prislusnym regulacnym organom.

Ospravedlnujeme sa za akékolvek neprijemnosti, ktoré vam tato zaleZitost mohla spbsobit. Zalezi ndm na
bezpecnosti pacientov avazime si vasSu rychlu reakciu na tuto zéleZitost. Ak mate akékolvek otazky
tykajuce sa tohto oznamu, kontaktujte, prosim, svojho zastupcu spolocnosti Getinge alebo zakaznicky
servis Getinge na Cisle 1-888-880-2874, od pondelka do piatka medzi 8.00 a 17.00 hod. (tichomorské

casové pasmo).

S pozdravom,

Francisco Vicenty

Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery

223

OT# 1336551



GETINGE 3¢

Slovenia (sl)

avgust 2025

Varnostno opozorilo za teren
Proksimalni zapiralni sistem Heartstring lll

Referencna sStevilka: 1336551

Stevilka modela uDI Ime modela Serijska
stevilka/serija
HS-3045 00607567700307
Proksimalni zapiralni sistem iie. kiiim e ni
HSK-3038 00607567700314 i 2ap vse serije, ki jim Se ni
Heartstring Il potekel rok uporabe
HSK-3043 00607567700321
Datumi distribucije: od 1.julija 2024 do danes
Datumi proizvodnje: od 7. marca 2024 do danes

Spostovani upravitelj tveganj,

namen tega dopisa je, obvestiti vas, da podjetje Maquet Cardiovascular, héerinska druzba podjetja Getinge,
izdaja nujno popravilo medicinskega pripomocka Proksimalni zapiralni sistem Heartstring Ill (zapiralo HS IIl). Po

nasih podatkih ste prejeli enega ali ve¢ prizadetih medicinskih pripomockov, na katere se nanasa to obvestilo.

Opis tezave

Opredeljeni so bili trije glavni nacini odpovedi.

1.

224

Odpoved pri vstavljanju zapirala: ta teZava se nanasa na katerokoli okvaro naprave, do katere pride
med Stiristopenjskim postopkom vstavljanja z uporabo vsadljive naprave Heartstring, vizualnim
pregledom uspesno vstavljenega zapirala HS Ill in sprostitve aplikacijske naprave po uspesSnem
zakljucku korakov vstavljanja zapirala HS II.

Odpoved pri raztegnitvi zapirala Heartstring v arteriotomijo: ta teZava se nanas$a na kakrsnokoli
okvaro zapirala HS Ill in/ali aplikacijske naprave od trenutka, ko je aplikacijska naprava uspe$no
aktivirana, do popolne namestitve zapirala HS Ill v aorto in odstranitve vseh delov proksimalnega
zapirala (vlakno, napenjalna vzmet, ohisje zapirala, sidrna zanka) iz aplikacijske naprave.

Raztegnjeno zapiralo Heartstring ne zagotavlja zadostne hemostaze: ta teZzava se nanasa na vsako
okvaro uspesno namescenega zapirala HS I, ki ne zagotavlja ustreznega nadzora krvavitve na mestu
anastomoze za izvedbo Sivanja anastomoze, kljub natancni nastavitvi napenjalne vzmeti po raztegu
zapirala in/ali uporabi ventilatorskega prsilnika, sesanja ali brizge s fiziolosko raztopino za Cis¢enje
mesta anastomoze. Ta okvara vklju€uje tudi primer, ko stranka po uspes$ni namestitvi zapirala HS IIl v
aorto ugotovi okvaro ali poskodbo zapirala HS Ill, pri ¢emer je/bi lahko okvara povzrocila neustrezno
hemostazo, ki kirurgu preprecuje dokoncanje anastomoze brez odstranitve okvarjene zapirala HS Ill.
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Trenutno poteka preiskava osnovnega vzroka.

Tveganja za zdravje:

225

1.

Odpoved pri vstavljanju: e se zapiralo HS Il uporablja v skladu z navodili za uporabo (IFU)
pripomocka, odpoved med vstavljanjem ne predstavlja neposrednega tveganja za bolnika. Vendar pa
lahko ta napaka povzroci zamudo pri kirurSkem posegu. Ta zamuda lahko traja od nekaj minut,
potrebnih za odstranitev in vstavitev novega zapirala, do morebitnega prehoda od uporabe zapirala HS
Il za izvedbo proksimalne anastomoze k uporabi aortne sponke za dokoncanje posega.

Odpoved pri raztegu: Ce vstavljenega zapirala HS Ill ne uspe raztegniti iz aplikacijske naprave, so bili
naslednji postopkovni koraki Ze opravljeni in lahko prispevajo k morebitnemu tveganju za poskodbo
bolnikovega zdravja. Ce vstavljeno zapiralo HS Il ne uspe raztegniti iz aplikacijske naprave, je bilo Ze
izvedenih vec postopkovnih korakov, ki lahko povecajo potencialno tveganje za Skodo na zdravju
bolnika.

e Ustvarjena je bila arteriotomija.
e Distalni konec cevke aplikacijske naprave je bil vstavljen skozi arteriotomijo.
e Bat aplikacijske naprave je bil pritisnjen ali se ga je poskusalo pritisniti.

e Vstavljenega zapirala HS Ill ni uspelo uspe$no raztegniti z distalnega konca cevke aplikacijske
naprave.

e Po odstranitvi aplikacijske naprave iz arteriotomije se zapiralo HS Ill ne raztegne, krvavitev iz
arteriotomije pa je treba zaustaviti s namestitvijo prsta preko arteriotomije.

Pride lahko do naslednjih Skodljivih posledic za bolnikovo zdravje:

e Zamuda pri kirurSkem posegu: odstranitev neraztegnjenega zapirala HS Ill, odprtje novega
proksimalnega zapirala HS Ill, vstavitev zapirala v aplikacijsko napravo in vstavitev vstavljenega
zapirala HS Il v ustvarjeno arteriotomijo (zamuda brez nadaljnjega posega) v primerjavi z
odlocitvijo za uporabo aortne sponke za dokoncanje anastomoze, ker se vstavljeno zapiralo ni
raztegnilo (zamuda z nadaljnjim posegom).

e Poskodba tkiva: do poskodbe tkiva lahko pride zaradi raztega zapirala HS Ill, ki je na konici
razSirjeno. Premer razSirjene konice je vecji od premera distalne cevi aplikacijske naprave.
Raztegovanje vstavljenega zapirala z razsirjenim koncem lahko povzroci poskodbo tkiva na mestu
arteriotomije, med vstavljanjem pa obstaja potencialna nevarnost poskodbe zadnje stene aorte, ce
se za odvijanje zapirala uporabi vecja sila. Do poskodbe tkiva lahko pride tudi med
odstranjevanjem aplikacijske naprave iz arteriotomije, raztegom drugega vstavljenega tesnila HS
Ill, ki se uvaja v isto arteriotomijo, in/ali potrebo po prehodu na uporabo aortne sponke za
dokoncanje arteriotomije.

o Krvavitev: do minimalne izgube krvi lahko pride med odstranjevanjem aplikacijske naprave iz
arteriotomije ro¢no in aplikacijo nadomestnega zapirala HS Ill. Ce pride do poskodbe tkiva, lahko
pride do vecje izgube krvi, ki zahteva dodaten poseg.

e Emboli¢ni dogodek zaradi dodatnega rokovanja z aorto pri zdravljenju neuspesne vstavitve
zapirala HS 1ll.

Raztegnjeno zapiralo Heatstring ne zagotavlja zadostne hemostaze: Ce raztegnjeno zapiralo HS Ill ne
zagotavlja zadostne hemostaze, da bi kirurg lahko dokoncal proksimalno anastomozo, so bili nekateri
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koraki, povezani z uporabo zapiralnega sistema HS lll, Ze opravljeni, kar lahko poveca morebitno
tveganje za poskodbe zdravja bolnika. Na tej tocki so bili Ze opravljeni naslednji koraki:

e |zvedena je bila arteriotomija.
e Vstavljeno zapiralo HS Ill je bilo raztegnjeno v aorti.

e Kirurg meni, da je krvavitev iz aorte prehuda za izvedbo anastomoze.

Pride lahko do naslednjih Skodljivih posledic za bolnikovo zdravje:
e Zamuda pri kirurSkem posegu: pojavi se lahko na naslednji nacin:

o Dodatni ¢as operacije, potreben za poskus spremembe zapirala za izboljSanje hemostaze z
uporabo vzpostavljenega zapirala HS Ill, odstranitev okvarjenega zapirala HS lll, odprtje
novega zapirala HS Ill, vstavitev nadomestnega zapirala HS Ill in vstavitev pripravljene
zapirala HS Il v ustvarjeno arteriotomijo (Zamuda pri posegu brez nadaljnjega posega).

o Kirurg meni, da je za dokoncanje anastomoze najprimerneje uporabiti aortno sponko, ker
raztegnjeno zapiralo HS Ill ne zagotavlja zadostne hemostaze za dokoncanje anastomoze in
nadomestno zapiralo HS Il ni na voljo ali pa se kirurg odloci, da razmere ne dovoljujejo
uporabe nadomestnega zapirala HS Ill, in uporabi aortno sponko za dokoncanje
proksimalne anastomoze s tradicionalno kirursko tehniko (Zamuda pri posegu brez
nadaljnjega posega.)

e Poskodba tkiva: Do poskodbe tkiva lahko pride med rokovanjem z zadevnim zapiralom HS I, med
raztegom drugega zapirala HS Ill v isto arteriotomijo in/ali pri prehodu na uporabo aortne sponke
za dokoncanje arteriotomije.

e Krvavitev: majhna izguba krvi okoli raztegnjenega zapirala HS lll je normalna in pri¢akovana pri
izvajanju proksimalne anastomoze z uporabo zapirala HS Ill. Pri poskodbi tkiva se lahko pojavi vecja
izguba krvi, ki zahteva dodaten poseg, ne glede na vzrok.

e Embolicni dogodek: nastane zaradi dodatnega rokovanja z aorto zaradi razresitve okvare, pri kateri
zapiralo HS Il ne zagotovi zadostne hemostaze.

Od 1. junija 2023 do 22. julija 2025 je druzba Getinge prejela naslednje pritozZbe:
e 274 porocil, povezanih z napakami pri vstavljanju, kar predstavlja stopnjo pritozb 0,386 %

e 96 porocil, povezanih z napako pri raztegovanju, kar predstavlja stopnjo pritozb 0,135 %
e 30 porocil, povezanih z neustrezno hemostazo, kar predstavlja stopnjo pritozb 0,042 %

Priporoceni omilitveni ukrepi in dejavnosti:
Druzba Getinge zagotavlja naslednja navodila za preprecevanje/zmanjsevanje zgoraj opisanih napak.

1. Odpoved pri vstavljanju Heartstring
a. Pomembna opozorila

i. V navodilih za uporabo pripomocka je navedeno, da je treba zapiralo HS Il vstaviti in
odstraniti iz pripomocka za vstavljanje, nato preveriti in po potrebi prilagoditi, da se
potrdi uspeSna vstavitev, in nato odkleniti, preden se odstrani adventicija z
nacrtovanega mesta anastomoze in ustvari arteriotomija. Z vstavitvijo zapirala HS Il in
potrditvijo uspesSne vstavitve pred izdelavo arteriotomije se zmanjsa tveganje za
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bolnika, saj aorta ostane nedotaknjena, dokler ni potrjena uspesna vstavitev zapirala HS
M.

Ce nadrtovana vstavitev zapirala HS Il ni uspe$na, je treba pripomocek zamenjati

b. Kako prepredciti ali ¢im bolj zmanjsati pojav te napake.

V.

Pred uporabo preberite navodila za uporabo pripomocka Heartstring, zlasti ce
Heartstring ne uporabljate redno.

Pri vstavljanju zapirala HS lll ravnajte previdno in postopno upostevajte vse korake,
navedene v navodilih za uporabo. (IFU).

V skladu z navodili iz poglavja 4.3-4.5 navodil za uporabo preverite, ali je bilo zapiralo
HS Ill pravilno vstavljeno v aplikacijsko napravo, tako da preverite vstavljeno zapiralo HS
Ill, potem ko je bil vstavljeno v aplikacijsko napravo in odstranjeno iz naprave za
vstavljanje.

Zapiralo HS lll, ki po odstranitvi iz naprave za vstavljanje ni bilo ustrezno pregledano,
lahko med raztegovanjem odpove in bolniku povzroci poskodbe (glejte informacije v
zvezi z napako pri vstavljanju).
Dokoncajte uspesno vstavitev zapirala HS Il pred c¢is¢enjem povrsine adventicije aorte
in ustvarjanjem arteriotomije.

c. Ukrepi, ki jih je treba izvesti, ¢e zapiralo HS odpove med vstavljanjem.

Zapiralo HS Ill, ki ga ni uspelo vstaviti, odstranite.
Vedno imejte pripravljeno drugo zapiralo HS Ill, s katerim pokvarjen instrument
nadomestite. Za uspesno vstavitev upostevajte navodila za uporabo.

2. Odpoved pri raztegovanju pokrova Heartstring v arteriotomijo
a. Pomembna opozorila:

Prepricajte se, da je zapiralo HS Ill pravilno vstavljeno v aplikacijsko napravo, kot je
navedeno v zgornjem odstavku.
Po odstranitvi vstavljenega zapirala HS IIl iz naprave za vstavljanje preverite vstavljeno
zapiralo HS Il v skladu z navodili za uporabo, oddelek 4.3.-4.5, da potrdite, da:
1. Vstavljeno zapiralo HS Il ni razpokano.
2. Del zapirala HS Ill, ki ni vstavljen v cevko aplikacijske naprave, ni SirSi od
premera cevke aplikacijske naprave.
3. Prepricajte se, da sta konca napenjalne vzmeti poravnana tako, da se med
vstavljanjem zapirala HS 1l v arteriotomijo dotikata obeh njegovih
proksimalnih koncev.

b. Kako preprediti ali ¢im bolj zmanj3ati pojav te napake.

Ko ste potrdili uspeSno vstavitev zapirala HS Ill in oblikovanje arteriotomije, raztegnite
vstavljeno zapiralo HS Ill v arteriotomijo. Previdno upostevajte postopek odvijanja
zapirala HS lll, opisan v navodilih za uporabo.

Ce se zapiralo HS Il ne raztegne v skladu s pri¢akovaniji, je treba pripomoéek zamenjati.

C. Ukrepl ki jih je treba sprejeti, ¢e se zapiralo HS Ill ne raztegne uspesno v aorto.

S kazalcem zaprite arteriotomijo in ustavite krvavitev.

Odprite drugo zapiralo HS lll. Zapiralo vstavite v skladu z napotki v navodilih za uporabo.
Vstavljeno zapiralo HS Ill vstavite v arteriotomijo in v skladu z navodili za uporabo
dokoncajte anastomozo.

Ce vstavitev drugega zapirala HS Ill v arteriotomijo ni uspesna ali ¢e kirurg ugotovi, da
razmere ne dopuscajo uporabe nadomestnega zapirala HS Ill, namestite na aorto delno
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okluzijsko sponko, da izolirate arteriotomijo, in izvede anastomozo s tradicionalno
kirursko tehniko.
3. Raztegnjeno zapiralo Heatstring ne zagotavlja zadostne hemostaze:
a. Kako prepreciti ali ¢im bolj zmanjsati pojav te napake:

i. Med vstavljanjem zapirala HS lll in po vstavitvi le-tega skrbno preverite, ali je bilo
zapiralo HS Il uspesno vstavljeno v aplikacijsko napravo, preden odstranite adventicijo
aorte in naredite arteriotomijo. (glejte pomembna opozorila zgoraj).

ii. Proksimalnega zapiralnega sistema Heartstring ne uporabljajte pri bolniku s tanko steno
aorte.

iii. Pri ve¢ anastomozah poskrbite, da so vsa mesta anastomoze med seboj oddaljena vsaj
1,5 cm, da zagotovite hemostazo.
iv. Zapirala HS Ill pred raztegovanjem ne namocite v raztopino.
b. Ukrepi, ki jih je treba izvesti, ¢e se zapiralo HS Il po namestitvi ne odpre/ne zagotovi zadostne
hemostaze.

i. S kazalcem zaprite arteriotomijo in previdno prilagodite napenjalno vzmet, da je
zapiralo HS lll popolnoma raztegnjeno.

ii. Ce se nezadostna hemostaza nadaljuje:

1. V skladu z napotki v navodilih za uporabo z arteriotomije raztegnjeno zapiralo
HS 111

2. Vstavite drugo zapiralo HS Il in raztegnite vstavljeno zapiralo v arteriotomijo v
skladu z napotki v navodilih za uporabo ter dokoncajte anastomozo.

3. Ce drugo zapiralo HS Ill ni uspesno ali ¢e kirurg presodi, da razmere ne
dopuscéajo uporabe nadomestnega zapirala HS Ill, na aorto namestite delno
okluzijsko sponko, da izolirate arteriotomijo in izvedete anastomozo s
tradicionalno kirursko tehniko.

Ukrepi na strani stranke
Druzba Getinge od vas zahteva, da izvedete naslednje ukrepe:

1. Zagotovite, da bodo o tem sporocilu obvesCeni vsi posamezniki, ki to obvestilo potrebujejo v vasi
organizaciji ali drugi organizaciji, v katero so bile prizadete naprave izrocene.

Dodatne informacije

Druzba Getinge te informacije poroca pristojnim regulativnim organom.

OpraviCujemo se za vse nevsecnosti, ki so vam nastale zaradi tega. Skrbimo za varnost bolnikov in cenimo vas
hiter odziv na to zadevo. Ce imate kakrinakoli vpradanja v zvezi s tem sporocilom, se obrnite na svojega
predstavnika druzbe Getinge ali na sluzbo za pomoc strankam druzbe Getinge na Stevilko 1-888-880-2874 od
ponedeljka do petka med 8.00 in 17.00 (pacifiski casovni pas).

Lep pozdrav.

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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South Africa (en)

August 2025
Field Safety Notice
Heartstring 1l Proximal Seal System
Reference Number: 1336551
Model Number uUDI Model Name Serial/Lot Numbers
HS-3045 HSK-3038 00607567700307
HSK-3043 00607567700314 Heartstring Il Proximal Seal System All Unexpired Lots
00607567700321
Distribution Dates: July 1, 2024 - Present
Manufacturing Dates: March 7, 2024 - Present

Dear Risk Manager,

The purpose of this letter is to advise you that Maquet Cardiovascular, a subsidiary of Getinge, is
issuing an Urgent Medical Device Correction for the Heartstring Ill Proximal Seal System (HS Il Seal).
Our records indicate that you have received one or more of the affected devices that are affected by
this notification.

Issue Description

Three primary failure modes have been identified.

1. Failure of the Heartstring Seal to Load: This failure applies to any malfunction of the device
that occurs during the four-step loading process using the Heartstring Loading Device, the
visual inspection of a successfully loaded HS Il Seal, and unlocking the Delivery Device upon
successful completion of the HS Il Seal loading steps.

2. Failure of the Heartstring Seal to Deploy into the aortotomy: This failure applies to any
malfunction of the HS Il Seal and/or Delivery Device from the time the Delivery Device is
successfully unlocked to once complete delivery of the HS Il Seal into the aortotomy and all
contents of the Proximal Seal (the Tether, Tension Spring, Seal Stem, Anchor Tab) have exited
the Delivery Device.

3. Failure of the deployed Heartstring Seal to provide adequate hemostasis: This failure applies
to any malfunction of a successfully deployed HS Ill Seal that does not adequately control
bleeding at the anastomotic to allow the surgeon to perform suturing of the anastomosis,
despite gentle adjustment of the Tension Spring after Seal deployment and/or the use of a
blower mister, suction, or saline syringe to clear the anastomotic site. This failure includes
customer identification of a defective or damaged HS Il Seal following successful deployment
of the HS Il Seal into the aorta that results/or may result in inadequate hemostasis that
prevents the surgeon to complete the anastomosis without removing the defective HS Il Seal.

Root cause investigation is ongoing at this time.
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Risks to Health

1. Failure to Load: When used in accordance with the device Instructions for Use (IFU), a HS Il
Seal that fails to load does not pose a direct risk to the patient. However, this failure may lead
to a delay in the surgical procedure. This delay can range from a few minutes to retrieve and
load a new Seal, to a potential conversion from using the HS Il Seal to perform the proximal
anastomosis to employing an aortic clamp to complete the procedure.

2. Failure to Deploy: When the loaded HS Il Seal fails to deploy from the Delivery Device, the
following procedural steps have already been performed and may contribute to the potential
risk of patient harm. If the loaded HS IIl Seal fails to deploy from the Delivery Device, several
procedural steps will have already been completed which may increase the potential risk of
patient harm.

e The aortotomy has been created.

e The distal end of the Delivery Device Tube has been inserted through the aortotomy.

e The Plunger of the Delivery Device has been depressed, or an attempt has been made to
depress it.

e The loaded HS Il Seal has not successfully deployed from the distal end of the Delivery Device
Tube.

o  When the Delivery Device is removed from the aortotomy the HS Il Seal will not be
deployed and bleeding from the aortotomy will need to be controlled by placing a finger
over the aortotomy.

The following potential patient harms may occur:

e Surgical procedure delay: to remove the non-deployed HS IIl Seal, open a new HS llI
Proximal Seal, load the Seal into the Delivery Device, and deliver the loaded HS Il Seal into
the created aortotomy (delay without additional intervention) vs. the decision to use an
aortic clamp to complete the anastomosis because the loaded Seal failed to deploy (delay
with an additional intervention)

o Tissue damage: may occur as a result of deploying a loaded HS Il Seal that is flared at the
tip. A flared tip will have a diameter that is larger than the distal Delivery Device Tube.
Deploying a loaded Seal that has a flared tip can cause aortotomy tissue damage and if
greater force is used to deploy the affected Seal there is a potential risk of backwalling the
aorta during insertion. Tissue damage may also occur during removal of the Delivery
Device from the aortotomy, deploying a second loaded HS Ill Seal into the same
aortotomy, and/or needing to convert to use of an aortic clamp to complete the aortotomy.

e Bleeding: minimal blood loss may occur when removing the Delivery Device from the
aortotomy, controlling the bleeding from the aortotomy manually, and delivering a
replacement HS Il Seal. Greater blood loss, requiring additional intervention, may occur if
tissue damage occurs.

e Embolic event resulting from additional manipulation of the aorta to address the HS llI
Seal loading failure.

3. Failure of the deployed Heartstring Seal to provide adequate hemostasis: When a deployed
HS 1l Seal fails to provide adequate hemostasis for the surgeon to complete the proximal
anastomosis, several steps of the HS Il Seal System use have already been completed and may
increase the potential risk of patient harm. The following procedural steps will have taken
place.

e The aortotomy has been created.
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e The loaded HS Ill Seal has been deployed into the aorta.
e Bleeding from the aorta is deemed by the surgeon too great to perform the anastomosis.

The following potential patient harms may occur:

e Surgical procedure delay: may occur as follows:

o Additional operative time taken to attempt to make Seal adjustments to improve
hemostasis by the delivered HS Il Seal, remove the defective HS Il Seal, open a
new HS Il Seal, load the replacement HS Ill Seal, and deliver the loaded HS Il Seal
into the created aortotomy (procedure delay without additional intervention)

o Surgeon deems it most appropriate to use an aortic clamp to complete the
anastomosis because the deployed HS Il Seal failed to provide adequate
hemostasis to complete the anastomosis and a replacement HS Il Seal is not
available or surgeon preference determines the situation does not allow for use of
a replacement HS IIl Seal and an aortic clamp is use to complete the proximal
anastomosis per traditional surgical technique. (procedure delay with an additional
intervention)

e Tissue damage: Tissue damage may occur during manipulation of the affected HS Il Seal,
during Seal deployment of a second loaded HS 1l Seal into the same aortotomy, and/or
needing to convert to use of an aortic clamp to complete the aortotomy.

e Bleeding: A small amount of blood loss around the deployed HS Ill Seal is normal and
expected while performing the proximal anastomosis using a HS Ill Seal. Greater blood loss
requiring additional intervention may occur when aortic tissue damage occurs, regardless
of the cause.

e Embolic event(s): resulting from additional manipulation of the aorta secondary to
addressing the HS Il Seal failure to provide adequate hemostasis.

Between June 1, 2023, and July 22, 2025, Getinge received the following complaints:
e 274 reports related to failure to load, representing a complaint rate of 0.386%
e 96 reports related to failure to deploy, representing a complaint rate of 0.135%
e 30reports related to inadequate hemostasis, representing a complaint rate of 0.042%

Recommended Mitigations and Actions

Getinge is providing the following instructions to avoid/minimize the failures discussed above.

1. Failure of the Heartstring Seal to Load
a. Important reminders:

i. Perthe device IFU, the HS Il Seal is intended to be loaded and removed from
the Loading Device, then inspected and adjusted if necessary to confirm
successful loading and finally unlocked prior to clearing any adventitia from the
planned anastomotic area and creating the aortotomy. Loading the HS Il Seal
and confirming successful loading prior to creating the aortotomy minimizes
risk to patients because the aorta remains untouched until confirming
successful loading of the HS Il Seal.

ii. If the HS Il Seal fails to load as intended, the device should be replaced.

b. How to avoid/minimize occurrence of this failure

i. Review the Heartstring device IFU prior to use, especially if Heartstring is not

used on a routine basis.
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ii. Load the HS Il Seal by carefully following the device step-by-step
Instructions for Use (IFU).

iii. Per Section 4.3-4.5 of the IFU, confirm the HS Ill Seal has been properly
loaded into the Delivery Device by inspecting the loaded HS Ill Seal once
the HS lll Seal has been loaded into the Delivery Device and has been
removed from the Loading Device.

iv. A HS Il Seal that is not properly inspected after removal from the Loading
Device may fail during HS Il Seal Deployment and cause patient harm. (see
information relating to Failure to Deploy).

v. Complete successful loading of the HS Ill Seal prior to cleaning the aortic
surface adventitia and creating the aortotomy.

c. Action to be taken if the HS Il Seal fails to load.

i. Discard the failed HS Il Seal.
ii.  Always have a second HS Ill Seal available to replace a failed device. Refer to the
device IFU to ensure successful loading.

2. Failure of the Heartstring lll Seal to Deploy into the aortotomy
a. Important reminders:

Ensure the HS Il Seal has been properly loaded into the Delivery Device as
described in the section above.

After removing the loaded HS Il Seal from the Loading Device, inspect the
loaded HS Il Seal, according to IFU Sections 4.3-4.5, to confirm the following:

1. Theloaded HS Il Seal is not cracked.

2. The portion of the HS Il Seal that is not loaded into the Delivery Device Tube
does not flare wider than the Delivery Device Tube diameter.

3. The Tension Spring ends are aligned such that they will contact both proximal
edges of the loaded HS Il Seal during Seal delivery into the aortotomy.

b. How to avoid/minimize the occurrence of this failure:

i. After confirmation of successful HS Ill Seal loading and creation of the
aortotomy, deploy the loaded HS IIl Seal into the aortotomy by carefully
following the steps for HS Il Seal deployment documented in the device IFU.

ii.  Ifthe HS Il Seal fails to deploy as intended, the device should be replaced.

c. Action to be taken if the HS Il Seal fails to successfully deploy into the aorta.

i. Occlude the aortotomy to control bleeding using an index finger.
ii. Openasecond HS Il Seal. Load the HS Ill Seal per the device IFU. Deliver the loaded
HS Il Seal into the aortotomy and follow the IFU to complete the anastomosis.
iii.  If delivery of the second HS Il Seal into the aortotomy is not successful, or surgeon
preference determines the situation does not allow for use of a replacement HS IlI
Seal, place a partial occlusion clamp on the aorta, isolating the aortotomy, and
perform the anastomosis per traditional surgical technique.

3. Failure of the deployed Heartstring Il Seal to provide adequate hemostasis:
a. How to avoid/minimize occurrence of this failure mode:
i

Always load and carefully inspect the loaded HS Ill Seal to confirm successful
loading of the HS Il Seal into the Delivery Device prior to clearing any aorta
adventitia and creating the aortotomy. (See important reminders directly
above.)

Do not use the Heartstring Proximal Seal System in patients with a thin-walled
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aorta.

iii.  When performing multiple anastomosis, ensure all anastomotic sites are at least
1.5 cm apart to ensure hemostasis.
iv. Do not soak the HS Ill Seal in solution prior to deployment.
b. Action to be taken if the HS Ill Seal does not open/provide adequate hemostasis
post Seal deployment.
i. Cover the aortotomy with an index finger and gently adjust the Tension
Spring to ensure the HS Il Seal has been fully deployed.
ii. If lack of adequate hemostasis persists:
1. Remove the deployed HS Il Seal from the aortotomy per device IFU.
2. Load asecond HS lll Seal and deploy the loaded Seal into the aortotomy
per device IFU and complete the anastomosis.
3. If the second HS Ill Seal is not successful or surgeon preference determines
the situation does not allow for use of a replacement HS Ill Seal, place a
partial occlusion clamp on the aorta, isolating the aortotomy, and perform
the anastomosis per traditional surgical technique.

Customer Actions

Getinge requests that you take the following actions:

1. Please ensure this message is forwarded to any individuals that need notification within your
organization or any organization where the affected devices have been transferred.

Additional Information

Getinge is communicating this information to the appropriate regulatory agencies.
We regret any inconvenience this may cause. We are committed to patient safety and appreciate
your prompt attention to this matter. If you have any questions regarding this communication,

please contact your Getinge representative or Getinge Customer Service.

Sincerely,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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Aviso de seguridad Urgente
Sistema de obturacion proximal Heartstring Ill
Numero de referencia FSCA: 1336551

Numero de uDI Nombre del modelo Numeros de
modelo serie/lote
HSK-3045 00607567700307
Sistema de obturacién proximal
HSK-3038 00607567700314 _ P Todos los lotes no
Heartstring Ill caducados
HSK-3043 00607567700321
Fechas de distribucion: 1 de julio de 2024 - hasta la fecha
Fechas de fabricacion: 7 de marzo de 2024 - hasta la fecha

Estimado cliente,

El objetivo de esta carta es informarle de que Maquet Cardiovascular, una filial de Getinge, esta
inciando una accion correctiva de seguridad urgente de productos sanitarios para el sistema de
obturacidn proximal Heartstring 11l ( obturador HS llI). Nuestros registros indican que ha recibido uno o
mas de los dispositivos afectados por esta notificacion.

Descripcion del problema

Se han identificado tres modos de fallo principales.

239

1. Fallo de carga del obturador Heartstring Ill: Este fallo se aplica a cualquier funcionamiento

incorrecto del dispositivo que se produzca durante el proceso de carga en cuatro pasos
utilizando el dispositivo de carga Heartstring, la inspeccidn visual de un obturador HS Ill cargado
correctamente y el desbloqueo del dispositivo de colocacién tras completar correctamente los
pasos de carga del obturador HS III.

Fallo de despliegue del obturador Heartstring en la aortotomia: Este fallo se aplica a cualquier
funcionamiento incorrecto del obturador HS Il y/o del dispositivo de colocacion desde el
momento en que el dispositivo de colocacidon se desbloquea correctamente hasta que se
completa la colocaciéndel obturador HS Il en la aortotomia y todo el contenido del obturador
proximal (ligadura, el resortede tension, base del obturador, lengieta de fijacién) ha salido del
dispositivo de colocacion.

Incapacidad del obturador Heartstring desplegado para proporcionar una hemostasia
adecuada: Este fallo se aplica a cualquier funcionamiento incorrecto de un obturador HS Il
desplegado correctamente que no controla adecuadamente la hemostasia en la anastomosis
para permitir al cirujano realizar la sutura de la anastomosis; a pesar del ajuste suave del resorte
de tensién después del despliegue del obturador y/o el uso de un atomizador con soplador,
aspirador o jeringa de soluciénsalina para despejar el punto de la anastomosis. Este fallo incluye
la identificacion por parte del cliente de un obturador HS Il defectuoso o dafiado tras el
despliegue satisfactorio del obturador HS Il en la aorta que provoca o podria dar lugar a una

OT# 1336551



GETINGE 3¢

hemostasia inadecuada que impida al cirujano completar la anastomosis sin retirar el obturador
HS Il defectuoso.

La investigacién de las causas raizes esta en curso.

Riesgos para la salud

240

1.

Fallo de carga: Cuando se utiliza de acuerdo con las instrucciones de uso (IFU) del dispositivo,
un obturador HS Ill que no se carga no supone un riesgo directo para el paciente. No obstante,
este fallopuede provocar un retraso en el procedimiento quirurgico. Este retraso puede variar
desde unos pocos minutos para recuperar y cargar un nuevo obturador HS Il para realizar la
anastomosis proximalhasta emplear un clamp adrtico para completar el procedimiento.

Fallo de despliegue: Cuando el obturador HS lll cargado no se despliega desde el dispositivo de

colocacioén, ya se habran completado varios pasos del procedimiento; lo que podria aumentar el

riesgopotencial de dafo al paciente.

e Laaortotomia se ha creado.

e El extremo distal del tubo del dispositivo de colocacidon se ha insertado a través de la
aortotomia.

e Se ha presionado el émbolo del dispositivo de colocacion o se ha intentado presionarlo.

e El obturador HS Il cargado no se ha desplegado correctamente desde el extremo distal del
tubo del dispositivo de colocacion.

e Cuando se retire el dispositivo de colocacion de la aortotomia, el obturador HS IIl no se
desplegaray la hemostasia de la aortotomia deberd controlarse colocando un dedo sobre la
propia aortotomia.

Pueden producirse los siguientes danos potenciales para el paciente:

e Retraso del procedimiento quirurgico: retirada del obturador HS Il no desplegado, apertura
de un nuevo obturador proximal HS Ill, carga del obturador en el dispositivo de colocacion y
colocaciéon del obturador HS Il cargado en la aortotomia creada (retraso sin intervencion
adicional) frente a la decisidén de utilizar un clamp adrtico para completar la anastomosis
porque el obturador cargado no se despliega (retraso con intervencidn adicional)

e Dainios tisulares: pueden producirse como resultado del despliegue de un obturador HS llI
cargadoque estd abocardado en la punta. Una punta abocardada tendra un didametro mayor
que el tubo distal del dispositivo de colocacién. El despliegue de un obturador cargado con
una puntaabocardada puede causar dafios en el tejido de la aortotomia vy, si se utiliza una
fuerza mayor paradesplegar el obturador afectado, existe el riesgo potencial de que la pared
posterior de la aorta se rompa durante la insercién. También podria producirse dafio tisular
durante la extraccidn del dispositivo de colocacidn de la aortotomia, el despliegue de un
segundo obturador HS Ill cargadoen la misma aortotomia y/o requiriendo de pasar al uso de
un clamp adrtico para completar la anastomosis.

e Hemorragia: podria producirse una pérdida minima de sangre al retirar el dispositivo de
colocacidn de la aortotomia, al controlar manualmente la hemorragia de la aortotomia y al
colocarun obturador HS Il de sustitucidn. Si se producen dafos tisulares, podria producirse
una mayor pérdida de sangre que requeriria una intervencién adicional.

e Evento embdlico provocado por una manipulacién adicional de la aorta para abordar el fallo
de carga del obturador HS IIl.

Incapacidad del obturador Heartstring desplegado para proporcionar una hemostasia
adecuada: Cuando un obturador HS IIl desplegado no proporciona una hemostasia adecuada
para que el cirujanocomplete la anastomosis proximal y ya se han completado varios pasos del
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uso del obturador HS Il y esto podria aumentar el riesgo potencial de dafo al paciente. En esta

situacidn se han llevado a cabolos siguientes pasos del proceso.

e laaortotomia se ha creado.

e El obturador HS Il cargado se ha desplegado en la aorta.

e El cirujano considera que la hemorragia de la aorta es demasiado grande para realizar la
anastomosis.

Pueden producirse los siguientes dafios potenciales para el paciente:

e Retraso en el procedimiento quirurgico: podria producirse de la siguiente manera:

o Tiempo operativo adicional necesario para intentar realizar ajustes en el obturador
HS llipara mejorar la hemostasia mediante el obturador HS Il colocado, retirada del
HS 1l defectuoso, apertura de un nuevo HS lll, carga del obturador HS Ill de
sustitucidon y colocacidon del obturador HS Ill cargado en la aortotomia creada
(retraso del procedimiento sin intervencidn adicional)

o El cirujano considera que es mas adecuado utilizar un clamp adrtico para completar
la anastomosis porque el obturador HS Il desplegado no proporciond una
hemostasia adecuada para completar la anastomosis y no hay disponible un
obturador HS Ill de sustitucion o la preferencia del cirujano determina que la
situacidn no permite el uso de un obturador HS Il de sustitucion y se utiliza un
clamp adrtico para completar la anastomosis proximal segln la técnica quirudrgica
tradicional (retraso del procedimiento con intervencién adicional)

e Daiios tisulares: Podrian producirse dafios tisulares durante la manipulacién del obturador
HS Il afectado, durante el despliegue de un segundo obturador HS Ill cargado en la misma
aortotomia y/o la necesidad de pasar al uso de un clamp adrtico para completar la
anastomosis.

e Hemorragia: Una pequefia cantidad de pérdida de sangre alrededor del obturador HS Il
desplegado es normal y previsible mientras se realiza la anastomosis proximal con un

obturador HS Illl. Podria producirse una mayor pérdida de sangre que requiera una
intervencién adicional si se producen dafios en el tejido adrtico, independientemente de la
causa.

e Evento(s) embdlico(s): provocado(s) por una manipulacién adicional de la aorta posterior al
tratamiento de un fallo en el obturador HS Il para proporcionar una hemostasia adecuada.

Entre el 1 de junio de 2023 y el 22 de julio de 2025, Getinge ha recibido las reclamaciones siguientes:

274 quejas relacionadas con un fallo de carga, representando un tasa de reclamacién del 0,386%

96 quejas relacionadas con un fallo de despliegue, representando una tasa de reclamacion del
0,135%

30 quejas relacionadas con una falta de hemostasia adecuada, representando una tasa de
reclamaciondel 0,042%

Mitigaciones y acciones recomendadas

Getinge proporciona las siguientes instrucciones para evitar/minimizar los fallos mencionados
anteriormente.
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1.

Fallo de carga del obturador Heartstring
a. Recordatorios importantes:
i. De acuerdo con las instrucciones de uso del dispositivo, el obturador HS Il esta
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disefiado para cargarse y retirarse del dispositivo de carga, luego se debe
inspeccionar y ajustar sifuera necesario para confirmar que la carga se ha realizado
correctamente y, finalmente, se debe desbloquear antes de despejar cualquier
adventicia del drea anastomética planificada y crear la aortotomia.

La carga del obturador HS lll y la confirmacién de la carga correcta antes de crear
la aortotomia minimizan el riesgo para los pacientes, ya que la aorta permanece
intacta hasta que se confirma la carga correcta del obturador HS Ill.

Si el obturador HS Il no se carga segun lo previsto, sera necesario sustituirlo.

b. Cdémo evitar/minimizar la aparicion de este fallo

Revise las IFU del dispositivo Heartstring antes de su uso, especialmente si no se
utilizade forma rutinaria.

Cargar con cuidado el obturador HS Il siguiendo las instrucciones de uso paso a
paso.

De acuerdo con las secciones 4.3-4.5, confirme que el obturador HS Il se ha
cargado correctamente en el dispositivo de colocacidon inspeccionando el
obturador HS Il una vez que se ha cargado en el dispositivo de colocacién y se ha
retirado del dispositivo de carga.

Un obturador HS Ill que no se inspeccione adecuadamente después de retirarlo
del dispositivo de carga puede fallar durante el despliegue del obturador HS lll y
causar lesiones al paciente (consulte la informacion relacionada con el fallo en el
despliegue).

Complete correctamente la carga del obturador HS Il antes de la limpieza de Ia
adventicia de la superficie adrtica y la creacién de la aortotomia.

c. Accidon que se debe llevar a cabo si el obturador HS Il no se carga.

Deseche el obturador HS Il defectuoso.

Tenga siempre disponible un segundo obturador HS Il para sustituir un
dispositivodefectuoso. Consulte las IFU del dispositivo para garantizar una carga
correcta.

2. Fallo de despliegue del obturador Heartstring lll en la aortotomia
a. Recordatorios importantes:

242

Aseglrese de que el obturador HS lll se haya cargado correctamente en el
dispositivo de colocacién de acuerdo con lo indicado en la seccion anterior.
Despues de retirar el obturador HS Il cargado del dispositivo de carga,
inspeccione el obturador HS Ill cargado de acuerdo con las secciones 4.3-4.5 de
las instrucciones de uso para confirmar lo siguiente:

1. El obturador HS Il cargado no esta agrietado.

2. La porcién del obturador HS Il que no estd cargada en el tubo del
dispositivode colocacién no es mas ancha que el didmetro del tubo del
dispositivo de colocacioén.

3. Los extremos del resorte de tensidon estan alineados de manera que
entren en contacto con los dos bordes proximales del obturador HS Ill
cargado durante la colocacion del obturador en la aortotomia.
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b. Coémo evitar/minimizar la aparicién de este fallo:

i. Después de confirmar la carga correcta del obturador HS Ill y la creacion de la
aortotomia, despliegue el obturador HS Il cargado en la aortotomia siguiendo
atentamente los pasos de despliegue del obturador HS Il documentados en las
IFU deldispositivo.

ii. Siel obturador HS Il no se despliega segun lo previsto, serd necesario sustituirlo.

c. Accion que se debe llevar a cabo si el obturador HS Il no se despliega correctamente en
la aorta.
i. Ocluya la aortotomia para controlar la hemorragia con el dedo indice.
ii. Abra unsegundo obturador HS IIl. Cargue el obturador HS Ill de acuerdo con las IFU
deldispositivo. Introduzca el obturador HS Il cargado en la aortotomia y siga las
IFU para completar la anastomosis.

i. Sila colocacion del segundo obturador HS Il en la aortotomia no tiene éxito, o si
la preferencia del cirujano determina que la situaciéon no permite el uso de un
obturadorHS Il de sustitucidn, coloque un clamp de oclusién parcial en la aorta,
aisle la aortotomia y realice la anastomosis segun la técnica quirdrgica
tradicional.

3. Incapacidad del obturador Heartstring 1l desplegado para proporcionar una hemostasia
adecuada:
a. Cdmo evitar/minimizar la aparicion de este modo de fallo:

i. Cargue e inspeccione siempre cuidadosamente el obturador HS Il cargado para
confirmar la correcta carga del obturador HS Ill en el dispositivo de colocacién
antes de despejar cualquier adventicia adrtica y crear la aortotomia. (Consulte
los recordatorios importantes mas arriba.)

ii. No utilice el sistema de obturacidn proximal Heartstring en pacientes con una
aorta depared fina.

iii. Cuando realice varias anastomosis, aseglurese de que todos los puntos de
anastomosisestén separados al menos 1,5 cm para garantizar la hemostasia.
iv. No sumerja el obturador HS Ill en solucidn antes de su despliegue.

b. Accion que se debe llevar a cabo si el obturador HS Il no se abre/proporciona una
hemostasiaadecuada después de su despliegue.
i. Cubra la aortotomia con el dedo indice y ajuste suavemente el resorte de tension
paraasegurarse de que el obturador HS Il se haya desplegado por completo.
ii. Sipersiste la falta de hemostasia adecuada:

1. Retire el obturador HS Il desplegado de la aortotomia segun las IFU del
dispositivo.

2. Cargue un segundo obturador HS Ill y despliegue el obturador cargado
en la aortotomia de acuerdo con las IFU del dispositivo y complete la
anastomosis.

3. Si el segundo obturador HS Ill no tiene éxito o la preferencia del
cirujano determina que la situacidon no permite el uso de un obturador
HS IIl de sustitucidn, coloque un clamp de oclusidn parcial en la aorta,
aisle la aortotomia y realice la anastomosis segun la técnica quirdrgica
tradicional.
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Medidas que deben tomar los clientes
Getinge le solicita que tome las siguientes medidas:

1. Le rogamos que se asegure de que este mensaje se reenvie a todas las personas que deban ser
informadas dentro de su organizacion o a cualquier organizacidn a la que se hayan transferido
los dispositivos afectados.

Informacion adicional

Getinge ha comunicado esta alerta sanitaria de seguridad a la Agencia Espafiola de medicamentos vy
ProductosSanitarios (AEMPS).

Lamentamos las posibles molestias que esta incidencia pueda ocasionarle. Estamos comprometidos con
la seguridad del paciente y agradecemos su atencién inmediata a este asunto. Si tiene alguna pregunta
acerca de esta comunicacion, pongase en contacto con su representante local de Getinge.

Atentamente,

Francisco Vicenty
Director de Calidad y Conformidad Normativa
Getinge, Cirugia Cardiovascular

Datos de contacto de su representante local:
Séverine Moine

QARA Manager —Responsable
TécnicoGetinge Group Spain

S.L.U.

C/ Marie Curie, 5, Edificio Alfa, Pl 6, Ofic.
6,1-6,228521 Rivas Vaciamadrid
severine.moine@getinge.com

Tel: 639 779 945
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Sweden (sv)

Augusti 2025

Bradskande Siakerhetsmeddelande till marknaden
Heartstring Il Proximal Seal System
Referensnummer: 1336551

Modellnummer UDI Modellnamn Serienummer/Partin
ummer
HS-3045 00607567700307
HSK-3038 00607567700314 Heartstring Il Proximal Seal System | Alla ej utgédngna
HSK-3043 00607567700321 partinummer
Distributionsdatum: 1 juli 2024 — Nuvarande
Tillverkningsdatum: 7 mars 2024 - Nuvarande

Béasta Risk Manager,

Syftet med detta brev ar att informera dig om att Maquet Cardiovascular, ett dotterbolag till
Getinge, utfardar en bradskande korrigering av medicinteknisk produkt for Heartstring Il Proximal
Seal System (HS lll Seal). Vara uppgifter visar att du har mottagit en eller flera av de produkter som
berors av detta meddelande.

Beskrivning av problemet

Tre primara fellagen har identifierats.

1.

Heartstring Seal kunde inte laddas: Detta fel giller for alla funktionsfel pa enheten som
intraffar under laddningsprocessen i fyra steg da man anvander Heartstring-laddaren,
gor en visuell inspektion av en framgangsrikt laddad HS Il Seal och frigor
inforingsenheten nar laddningen av HS Il Seal har avslutats.

Heartstring Seal kan inte aktiveras i aortotomin: Detta fel géller vid funktionsfel pa HS Ill
Seal och/eller inféringsenheten fran det att inféringsenheten har frigjorts till dess att
inforingen av HS IIl Seal i aortotomin har slutforts och allt innehall i den proximala
tatningen  (forankring, spannfjader, tatningsskaft, ankarfliken) har lamnat
inforingsenheten.

Om den aktiverade Heartstring Seal inte ger tillracklig hemostas: Detta fel giller alla
funktionsfel hos en framgangsrikt aktiverad HS Ill Seal som inte kontrollerar blédning vid
anastomosen pa ett adekvat satt sa att kirurgen kan suturera anastomosen, trots forsiktig
justering av spannfjadern efter aktivering av tatningen och/eller anvandning av en
blasspray, sug eller saltlosningsspruta for att rensa anastomosstéllet. Detta fel inkluderar
kundidentifiering av en defekt eller skadad HS Il Seal efter framgangsrik aktivering av HS
Il Seal i aorta som resulterar i/eller kan resultera i otillrdcklig hemostas som hindrar
kirurgen fran att slutféra anastomosen utan att ta bort den defekta HS Ill Seal.

Grundorsaken utreds for narvarande.
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Halsorisker
1.

Misslyckad laddning: Nar HS Ill Seal anvands i enlighet med produktens bruksanvisning utgér den
ingen direkt risk for patienten om den inte laddas. Detta fel kan dock leda till en férdrojning av
operationen. Denna fordrdjning kan variera fran nagra minuter for att hamta och ladda en ny
forsegling till en mojlig konvertering fran att anvdanda HS Il Seal for att utféra den proximala
anastomosen till att anvanda en aortaklamma for att slutféra ingreppet.

Misslyckande av aktivering: Om den laddade HS IIl Seal inte aktiveras fran inféringsenheten har

foljande procedursteg redan utférts och kan bidra till potentiell risk for patientskada. Om den

laddade HS Il Seal inte aktiveras fran inforingsenheten har flera procedursteg redan slutférts, vilket

kan 6ka den potentiella risken for patientskada.

e Aortotomin har skapats.

e Den distala anden av inféringsenhetens slang har forts in genom aortotomin.

e Inforingsenhetens kolv har tryckts in eller ett forsék har gjorts att trycka in den.

e Den laddade HS Ill Seal har inte aktiverats fran den distala anden av leveransenhetens slang.

e Nar inféringsenheten avlagsnas fran aortotomin kommer HS Ill Seal inte att aktiveras och
blédningen fran aortotomin maste kontrolleras genom att ett finger placeras 6ver aortotomin.

Foljande potentiella patientskador kan uppsta:

e  Fordréjning av operation: For att ta bort den ej aktiverade HS Il Seal, 6ppna en ny HS lll
Proximal Seal, ladda den i inféringsenheten och foér in den laddade HS 1l Seal i den skapade
aortotomin (fordrojning utan ytterligare intervention), alternativt: om den laddade HS IlI
Proximal Seal inte kan aktiveras kan beslut fattas om att anvanda en aortaklamma for att
slutfora anastomosen (fordrojning med ytterligare intervention)

e Vavnadsskada: kan uppsta som ett resultat av aktivering av en laddad HS lll-férsegling som
utvidgas vid spetsen. En utsvdngd spets har en diameter som &ar storre dn den distala
inforingsenhetens slang. Aktivering av en laddad HS IIl Seal som har en utsvingd spets kan
orsaka skador pa aortotomivavnaden och om stérre kraft anvands for att aktivera den berérda
HS Il Seal finns det en potentiell risk for att aortans bakre vdgg skadas under inférandet.
Vavnadsskada kan ocksa uppsta nar inféringsenheten avldgsnas fran aortotomin, vid aktivering
av en andra laddad HS IIl Seal i samma aortotomi och/eller vid behov av att konvertera till
anvandning av en aortaklamma for att slutféra aortotomin.

e BIl6dning: minimal blodforlust kan uppsta nar infoéringsenheten avlagsnas fran aortotomin,
blédningen fran aortotomin kontrolleras manuellt och en ersattnings-HS Ill Seal fors in. Storre
blodforlust, som kraver ytterligare intervention, kan uppsta om vavnadsskada uppstar.

e Embolisk hidndelse till foljd av ytterligare manipulation av aorta for att atgarda HS Ill Seals
laddningsfel.

Om den aktiverade Heartstring Seal inte ger tillracklig hemostas: Nar en aktiverad HS Il Seal inte
ger tillracklig hemostas for att kirurgen ska kunna slutféra den proximala anastomosen har flera
steg i anvandningen av HS Il Seal-systemet redan slutforts vilket kan 6ka den potentiella risken for
patientskada. Foljande procedursteg har genomforts.

Aortotomin har skapats.
Den laddade HS Il Seal har aktiverats in i aorta.
Bl6dning fran aorta bedoms av kirurgen vara for stor for att utféra anastomosen.

Foljande potentiella patientskador kan uppsta:

Foérdrojning av operationen: kan intraffa pa foljande satt:

O Ytterligare operationstid som kravs for att forsoka gora tatningsjusteringar for att forbattra
hemostasen med den levererade HS Il Seal, ta bort den defekta HS Il Seal, 6ppna en ny HS
Il Seal, ladda ersattnings-HS Il Seal och leverera den laddade HS Il Seal i den skapade
aortotomin (férdrdjning av ingreppet utan ytterligare ingrepp)

o Kirurgen anser att det ar lampligast att anvdnda en aortaklamma for att
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slutféra anastomosen eftersom den aktiverade HS Ill Seal inte ger tillracklig
hemostas for att slutféra anastomosen och en ersattnings-HS lll Seal inte finns
tillganglig eller for att kirurgen bestammer att situationen inte tilldter
anvandning av en ersattnings-HS Il Seal, och en aortaklamma anvands for att
slutféra den proximala anastomosen enligt traditionell kirurgisk teknik
(procedurférdrojning med ytterligare intervention)

e Vavnadsskada: Vavnadsskada kan uppsta under hantering av den berérda HS Il Seal,
under aktivering av en andra laddad HS Il Seal i samma aortotomi och/eller vid behov
av att konvertera till anvandning av en aortaklamma for att slutféra aortotomin.

e Blédning: En liten mangd blodforlust runt den aktiverade HS 1l Seal dr normalt och
forvantas nar den proximala anastomosen utfors med en HS Il Seal. Storre blodférlust
som kraver ytterligare intervention kan uppstad nar vavnadsskada pa aorta uppstar,
oavsett orsak.

e Embolisk(a) hdndelse(r): till foljd av ytterligare manipulation av aorta sekundart till att
HS Il Seal inte ger tillrdacklig hemostas.

Mellan den 1 juni 2023 och den 22 juli 2025 mottog Getinge foljande klagomal:
e 274 rapporter relaterade till misslyckad laddning, vilket representerar en reklamationsfrekvens
pa 0,386 %
e 96 rapporter relaterade till misslyckad aktivering, vilket motsvarar en klagomalsfrekvens pa
0,135%
e 30 rapporter om otillracklig hemostas, vilket representerar en klagomalsfrekvens pa 0,042 %

Rekommenderade begrinsningar och atgirder

Getinge tillhandahaller féljande instruktioner for att undvika/minimera de fel som diskuteras ovan.

1. Heartstring Seal kunde inte laddas
a. Viktigt att tanka pa:

i. Enligt enhetens bruksanvisning &r HS Il Seal avsedd att laddas och tas bort
fran laddningsenheten, sedan inspekteras och justeras vid behov for att
bekrafta lyckad laddning och slutligen frigéras innan eventuella adventitia
avlagsnas fran det planerade anastomosomradet och aortotomin skapas.
Att ladda HS Il Seal och bekrafta att den har laddats korrekt innan
aortotomin skapas minimerar risken for patienten eftersom aorta férblir
orord tills det bekraftats att HS Ill Seal har laddats korrekt.

ii. Om HS Il Seal inte laddas som avsett bér enheten bytas ut.

b. Hur man undviker/minimerar férekomsten av detta fel

i. Las bruksanvisningen for Heartstring-enheten fére anvandning, sarskilt
om Heartstring inte anvands rutinmassigt.

ii. Ladda HS Ill Seal genom att noga f6lja produktens bruksanvisning steg
for steg.

iii. Enligt avsnitt 4.3-4.5 i bruksanvisningen, bekrafta att HS Il Seal har
laddats korrekt i inféringsenheten genom att inspektera den laddade
HS Il Seal nar HS 11l Seal har laddats i inféringsenheten och tagits bort
fran laddenheten.

iv. En HS Ill Seal som inte inspekteras ordentligt efter att den tagits bort
fran laddningsenheten kan misslyckas under aktiveringen av HS lll Seal

247 OT# 1336551



GETINGE 3¢

och orsaka patientskada. (se information om misslyckande av
aktivering).

v. Ladda HS Il Seal fullsténdigt fore rengéring av aortaytans adventitia
och skapande av aortotomin.

c. Atgirder som ska vidtas om HS IIl Seal inte laddar.

i. Kassera den trasiga HS Ill Seal.

ii. Ha alltid en andra HS Il Seal tillganglig for att ersatta en trasig enhet. Se
enhetens bruksanvisning for att sdkerstalla korrekt laddning.

2. Heartstring lll Seal kunde inte aktiveras i aortotomin
a. Viktigt att tdnka pa:

i. Kontrollera att HS Il Seal har laddats korrekt i inféringsenheten enligt
beskrivningen i avsnittet ovan.

ii. Kontrollera foljande efter att den laddade HS Il har tagits bort fran
laddenheten enligt avsnitt 4.3-4.5 i bruksanvisningen:

1. Den laddade HS Il Seal &r inte sprucken.

2. Dendel av HS Ill Seal som inte ar laddad i inféringsenhetens
slang ar inte bredare an inféringsenhetens slangdiameter.

3. Spannfjaderns andar ar inriktade sa att de kommer i kontakt
med bada proximala kanterna pa den laddade HS Ill Seal under
inforseln av HS Il Seal i aortotomin.

b. Hur man undviker/minimerar fdrekomsten av detta fel:

i. Nar du har bekraftat att HS Ill Seal har laddats och att aortotomin har
skapats aktiverar du den laddade HS IIl Seal i aortotomin genom att
noggrant folja stegen for placering av HS Il Seal som finns dokumenterade
i enhetens bruksanvisning.

ii. Om HS IIl Seal inte aktiveras som avsett ska enheten bytas ut.

c. Atgirder som ska vidtas om HS Ill Seal inte lyckas aktiveras i aorta.

i. Ockludera aortotomin for att kontrollera blodningen med pekfingret.

ii. Oppna en andra HS lll Seal. Ladda HS Il Seal enligt enhetens
bruksanvisning. For in den laddade HS Il Seal i aortotomin och folj
bruksanvisningen for att slutféra anastomosen.

iii. Om inféringen av den andra HS Il Seal i aortotomin inte lyckas, eller om
kirurgen beddmer att situationen inte tilldter anvdandning av en
ersattnings-HS 1l Seal, placera en partiell ocklusionsklamma pa aorta,
isolera aortotomin och utfér anastomosen enligt traditionell kirurgisk
teknik.

3. Om aktiverad Heartstring Ill Seal inte ger adekvat hemostas:
a. Sa har undviker/minimerar du férekomsten av detta fellage:

i. Innan aorta adventitia rensas och aortotomin skapas ska den laddade HS
Il Seal alltid inspekteras noggrant for att bekrafta att HS Ill Seal har
laddats korrekt i inféringsenheten. (Se viktiga paminnelser direkt ovan.)

ii. Anvand inte Heartstring Proximal Seal System pa patienter med en tunnvaggig
aorta.

iii. Nar flera anastomoser utfors, se till att alla anastomosstallen ar minst
1,5 cm fran varandra for att sakerstalla hemostas.

iv. Blotlagg inte HS Ill Seal i 16sning fére aktivering.

b. Atgirder som ska vidtas om HS Il Seal inte ppnar/ger tillracklig hemostas efter att
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den har aktiverats.

i. Tack aortotomin med pekfingret och justera forsiktigt spannfjadern for att
sakerstalla att HS Il Seal helt har aktiverats.
ii. Om tillracklig hemostas kvarstar:

1. Ta bort den aktiverade HS Ill Seal fran aortotomin enligt enhetens
bruksanvisning.

2. Ladda en andra HS Il Seal och aktivera laddad HS Ill Seal i
aortotomin enligt enhetens bruksanvisning och slutfér
anastomosen.

3. Om en andra HS lll Seal inte lyckas eller om kirurgen bedémer
att situationen inte tillater anvandning av en ersattnings-HS IlI
Seal, placera en partiell ocklusionsklamma pa aorta, isolera
aortotomin och utfér anastomosen enligt traditionell kirurgisk
teknik.

Atgirder som ska vidtas av kunden
Getinge ber dig att vidta foljande atgéarder:

1. Se till att detta meddelande vidarebefordras till alla som behdver kanna till det inom din
organisation eller till alla organisationer dit de berérda enheterna har overfoérts.

Ytterligare information

Getinge kommunicerar denna information till relevanta tillsynsmyndigheter.

Vi ber om ursdkt for eventuella oldgenheter som detta kan ha orsakat. Vi dr engagerade i
patientsdkerheten och uppskattar din omedelbara uppmarksamhet i denna fraga. Om du har
nagra fragor ar du vialkommen att kontakta din Getinge-representant eller ringa Getinges
kundsupport pa 010 335 3000 mandag till fredag mellan kl. 8.00 och 17.00.

Med vanlig hdlsning,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, kardiovaskular kirurgi
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Switzerland

German (de)

August 2025

Sicherheitshinweis
Proximales Versiegelungssystem Heartstring Il
Referenznummer: 1336551

Modellnummer uUDI Modellbezeichnung Serien-/Losnummern

HS-3045 00607567700307
Proximales Versiegelungssystem i

HSK-3038 00607567700314 . g gssy Alle nicht abgelaufenen
Heartstring Ill Chargen

HSK-3043 00607567700321

Distributionszeitraum: 1. Juli 2024 — Heute

Herstellungsdaten: 7. Mdrz 2024 — Heute

Sehr geehrte/r Anwender/in,

Mit diesem Schreiben mdchten wir Sie darliber informieren, dass Maquet Cardiovascular, eine
Tochtergesellschaft von Getinge, eine dringende KorrekturmaRnahme fiir das Proximale
Versiegelungssystem Heartstring Il (HS 11l Seal) vornimmt. Aus unseren Unterlagen geht hervor, dass Sie
mindestens eines der von dieser Mitteilung betroffenen Gerate erhalten haben.

Beschreibung des Problems

Es wurden drei primdre Fehlermodi ermittelt.

1.
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Ladeausfall der Heartstring-Versiegelung: Dieser Fehler betrifft alle Fehlfunktionen des Gerits,
die wahrend des vierstufigen Ladevorgangs mit der Heartstring-Beladungsvorrichtung, der
Sichtkontrolle einer erfolgreichen Beladung des HS Ill Seal und der Entriegelung der
Einfihrvorrichtung nach erfolgreicher Beladung des HS IIl Seal auftreten.

Ausfall der Heartstring-Versiegelung bei der Einfiihrung in die Aortotomie: Dieser Fehler betrifft
alle Fehlfunktionen der HS Ill Seal und/oder der Einfihrvorrichtung ab dem Zeitpunkt, zu dem die
Einflhrvorrichtung erfolgreich entriegelt wurde, bis zur vollstandigen Einfihrung der HS Ill Seal in
die Aortotomie und dem Austritt des gesamten Inhalts der proximalen Versiegelung (Anbindung,
Zugfeder, Versiegelungsschaft, Verankerungslasche) aus der Einfihrvorrichtung.

Keine ausreichende Hamostase durch die eingefiihrte Heartstring-Versiegelung: Dieser Fehler
betrifft jede Fehlfunktion eines erfolgreich eingeflihrten HS Il Seal, welches die Blutung an der
Anastomose nicht ausreichend kontrolliert, um dem chirurgischen Personal das Vernahen der
Anastomose zu ermdglichen, trotz behutsamer Anpassung der Zugfeder nach der Einbringung der
Versiegelung und/oder Verwendung eines Blower Mister, einer Absaugung oder einer
Kochsalzl6sungsspritze zum Reinigen der Anastomosestelle. Dieser Fehler umfasst die Feststellung
eines defekten oder beschadigten HS Il Seal durch den Kunden nach erfolgreicher Einbringung des
HS Il Seals in die Aorta, die zu einer unzureichenden Hamostase fuhrt oder filhren kann, sodass
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das chirurgische Personal die Anastomose nicht abschliefRen kann, ohne das defekte HS Il Seal zu
entfernen.

Die Ermittlung der Grundursache ist derzeit noch im Gange.

Gesundheitsrisiken

251

1.

Fehler bei der Beladung: Bei Verwendung gemaR der Gebrauchsanweisung des Gerats stellt ein HS
lIl Seal ohne Beladung kein direktes Risiko flir Patienten dar. Dieser Fehler kann jedoch zu einer
Verzogerung des chirurgischen Eingriffs flihren. Diese Verzdgerung kann von wenigen Minuten zur
Entnahme und Beladung einer neuen Versiegelung bis hin zu einer moglichen Umstellung von der
Verwendung des HS Il Seal zur Durchfiihrung der proximalen Anastomose auf die Verwendung
einer Aortaklemme zum Abschluss des Vorgangs reichen.

Fehlgeschlagene Einbringung: Wenn das geladene HS Ill Seal nicht aus der Einfihrvorrichtung
eingebracht werden kann, wurden die folgenden Verfahrensschritte bereits durchgefiihrt, was zu
einem potenziellen Risiko einer Patientenschadigung flihren kann. Wenn das geladene HS Il Seal
nicht aus der EinfUhrvorrichtung eingebracht werden kann, wurden bereits mehrere
Verfahrensschritte durchgefiihrt, was das potenzielle Risiko einer Patientenschadigung erhohen
kann.

e Die Aortotomie wurde angelegt.

e Das distale Ende des Schlauchs der Einfluhrvorrichtung wurde durch die Aortotomie
eingefihrt.

e Der Kolben der Einfliihrvorrichtung wurde gedriickt oder es wurde versucht, ihn zu driicken.

o Die geladene HS Ill Seal konnte nicht erfolgreich vom distalen Ende des Schlauchs der
EinfUhrvorrichtung eingesetzt werden.

e Wenn die EinfUhrvorrichtung aus der Aortotomie entfernt wird, wird das HS IIl Seal nicht
platziert. Blutungen aus der Aortotomie missen durch Auflegen eines Fingers auf die
Aortotomie gestillt werden.

Die folgenden potenziellen Patientenschdaden kénnen auftreten:

e Verzogerung des chirurgischen Eingriffs: Entfernen des nicht platzierten HS Ill Seal, Offnen
einer neuen HS llI-Proximalversiegelung, Einlegen der Versiegelung in die EinflUhrvorrichtung
und Einbringung des beladenen HS Il Seal in die angelegte Aortotomie (Verzégerung ohne
zusatzlichen Eingriff) vs. Entscheidung fiir die Verwendung einer Aortenklemme, um die
Anastomose abzuschlieen, da die Einbringung der Versiegelung fehlgeschlagen ist
(Verzogerung mit zusatzlichem Eingriff)

o Gewebeschadigung: Kann durch das Platzieren eines geladenen HS Il Seal mit zu weit
geoffneter Spitze entstehen. Eine aufgeweitete Spitze hat einen gréBeren Durchmesser als der
distale Schlauch der Einfiihrvorrichtung. Das Einsetzen einer beladenen Versiegelung mit
aufgeweiteter Spitze kann zu einer Schadigung des Aortotomiegewebes fiihren. Wird beim
Einsetzen der betroffenen Versiegelung mehr Kraft aufgewendet, besteht die Gefahr einer
Rickwandbildung in der Aorta wahrend des Einflihrens. Gewebeschdaden kénnen auch beim
Entfernen der Einflihrvorrichtung aus der Aortotomie, beim Einsetzen eines zweiten HS Il Seal
mit Beladung in dieselbe Aortotomie und/oder bei der Umstellung auf die Verwendung einer
Aortaklemme zur Durchfiihrung der Aortotomie auftreten.

e Blutung: Es kann zu einem minimalen Blutverlust kommen, wenn die Einfiihrvorrichtung aus
der Aortotomie entfernt, die Blutung aus der Aortotomie manuell kontrolliert und ein Ersatz-
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HS Il Seal eingeflihrt wird. Bei einer Gewebeschddigung kann ein groRerer Blutverlust
auftreten, der einen zusatzlichen Eingriff erfordert.

e Embolisches Ereignis infolge zusatzlicher Manipulation der Aorta zur Behebung der
fehlgeschlagenen Beladung des HS Il Seal.

3. Keine ausreichende Hamostase durch die eingefiihrte Heartstring-Versiegelung: Wenn ein

eingesetztes HS Il Seal keine ausreichende Hamostase fiir chirurgisches Personal zur Fertigstellung
der proximalen Anastomose bietet, sind mehrere Schritte der Verwendung des HS Il Seal Systems
bereits abgeschlossen und kénnen das potenzielle Risiko einer Schadigung von Patienten erhéhen.
Die folgenden Verfahrensschritte werden bereits erfolgt sein.

e Die Aortotomie wurde angelegt.
e Das HS Il Seal mit Beladung wurde in die Aorta eingesetzt.

e Die Blutung aus der Aorta wird vom chirurgischen Personal als zu grof} fiir die Durchfiihrung
der Anastomose erachtet.

Die folgenden potenziellen Patientenschaden kdnnen auftreten:
e Verzogerung des chirurgischen Eingriffs: kann wie folgt eintreten:

O Zusatzliche operative Zeit, die fiir den Versuch aufgewendet wird, Anpassungen der
Versiegelung vorzunehmen, um die Hamostase durch das eingesetzte HS Il Seal zu
verbessern, das defekte HS lll Seal zu entfernen, ein neues HS Il Seal zu 6ffnen, das
Ersatz-HS Il Seal zu laden und das geladene HS Il Seal in die erstellte Aortotomie
einzufihren (Verzégerung des Vorgangs ohne zusatzlichen Eingriff)

o Das chirurgische Personal hélt es fir angebracht, fir den Abschluss der Anastomose
eine Aortenklemme zu verwenden, da das eingesetzte HS Il Seal fiir keine
ausreichende Hamostase fiir den erfolgreichen Abschluss der Anastomose gesorgt hat
und entweder kein Ersatz-HS Il Seal verfligbar ist oder das chirurgische Personal
entscheidet, dass die Verwendung eines Ersatz-HS Il Seal in der jeweiligen Situation
nicht angebracht ist und eine Aortenklemme fiir den Abschluss der proximalen
Anastomose gemdR der herkémmlichen chirurgischen Technik verwendet wird.
(Verzogerung des Vorgangs mit einem zusatzlichen Eingriff)

e Gewebeschddigung: Gewebeschaden kdnnen bei der Manipulation des betroffenen HS Il Seal,
bei der Platzierung eines zweiten HS Ill Seal mit Beladung in derselben Aortotomie und/oder
bei der Umstellung auf die Verwendung einer Aortenklemme zur Fertigstellung der
Aortotomie auftreten.

e Blutung: Ein geringflgiger Blutverlust um das eingesetzte HS Ill Seal herum ist normal und bei
der Durchfiihrung der proximalen Anastomose mit einem HS Il Seal zu erwarten. Ein gréRerer
Blutverlust, der einen zusatzlichen Eingriff erfordert, kann auftreten, wenn eine Schadigung
des Aortengewebes auftritt, unabhangig von der Ursache.

e Embolische(s) Ereignis(se): infolge einer zuséatzlichen Manipulation der Aorta sekundar zur
Behebung des Ausfalls des HS Ill Seal, um eine angemessene Hamostase zu gewahrleisten.

Zwischen dem 1. Juni 2023 und dem 22. Juli 2025 erhielt Getinge die folgenden Beschwerden:
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274 Meldungen im Zusammenhang mit einer fehlgeschlagenen Beladung, was einer
Reklamationsrate von 0,386 % entspricht
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e 96 Meldungen im Zusammenhang mit der fehlgeschlagenen Einflihrung, was einer
Reklamationsrate von 0,135 % entspricht

e 30 Meldungen im Zusammenhang mit unzureichender Hamostase, was einer Reklamationsrate
von 0,042 % entspricht

Empfohlene AbhilfemalRhahmen

Getinge stellt die folgenden Anweisungen zur Verfliigung, um die vorstehend erwahnten Fehler zu
vermeiden/minimieren.

1. Ladeausfall der Heartstring-Versiegelung
a. Wichtige Hinweise:

i. GemaR der Gebrauchsanweisung des Produkts ist das HS Il Seal fiir das Beladen
und Entnehmen aus der Ladevorrichtung vorgesehen. Anschliefend wird es
Uberprift und ggf. angepasst, um die erfolgreiche Beladung zu bestatigen, und
schlief8lich entriegelt, bevor jegliche Adventitia aus dem geplanten
Anastomosebereich entfernt und die Aortotomie angelegt wird. Die Beladung des
HS 11l Seal und die Bestatigung der erfolgreichen Beladung vor dem Anlegen der
Aortotomie minimieren das Risiko fiir Patienten, da die Aorta bis zur Bestatigung
der erfolgreichen Beladung des HS Il Seals unbertihrt bleibt.

ii. Wenn die Beladung des HS Il Seal nicht wie vorgesehen erfolgt, sollte das Gerat
ausgetauscht werden.

b. Sovermeiden/minimieren Sie das Auftreten dieses Fehlers

i. Lesen Sie die Gebrauchsanweisung des Heartstring-Gerats vor der Verwendung
durch, insbesondere wenn Heartstring nicht routinemaRig verwendet wird.

ii. Beladen Sie das HS Ill Seal, indem Sie die Schritt-flir-Schritt-Gebrauchsanweisung
des Gerits sorgfaltig befolgen.

iii. Uberpriifen Sie gemaR Abschnitt 4.3-4.5 der Gebrauchsanweisung die
ordnungsgemaRe Beladung des HS Il Seal in die Einflihrvorrichtung durch
Inspektion des beladenen HS Il Seal nach dessen Beladung in die
Einflihrvorrichtung und Entnahme aus der Ladevorrichtung.

iv. Ein HS Ill Seal, das nach der Entnahme aus der Ladevorrichtung nicht
ordnungsgemaR Uberprift wird, kann wahrend der Einflihrung des HS Il Seal
versagen und zu Verletzungen von Patienten fiihren. (siehe Informationen zu einer
fehlgeschlagenen Einflihrung).

v. Die erfolgreiche Beladung des HS IIl Seal vor der Reinigung der Aortenadventitia
und dem Anlegen der Aortotomie fertigstellen.

C. Zuergreifende MalRnahmen bei ausbleibender Beladung des HS Il Seal.

i. Entsorgen Sie das defekte HS Il Seal.

ii. Halten Sie immer ein zweites HS Ill Seal bereit, um ein defektes Gerat zu ersetzen.
Beachten Sie die Gebrauchsanweisung des Gerats, um eine erfolgreiche Beladung
sicherzustellen.

2. Ausfall der Heartstring llI-Versiegelung bei der Einfiihrung in die Aortotomie
a. Wichtige Hinweise:

i. Stellen Sie sicher, dass das HS Il Seal wie vorstehend dargelegt ordnungsgemald in
die EinfUhrvorrichtung eingelegt wurde.
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ii. Nachdem Sie das geladene HS Ill Seal aus der Ladevorrichtung entnommen haben,
Uberprifen Sie das geladene HS Il Seal gemal den Abschnitten 4.3-4.5 der
Gebrauchsanweisung, um Folgendes sicherzustellen:

1. Das geladene HS Il Seal ist nicht gerissen.

2. Der Teil des HS lll Seal, der nicht in den Schlauch der Einfuhrvorrichtung
gelegt wird, ist nicht breiter als der Durchmesser des Schlauchs der
EinfUhrvorrichtung.

3. Die Enden der Zugfeder sind so ausgerichtet, dass sie beide proximalen
Rander des beladenen HS Ill Seal beriihren, wahrend die Versiegelung in
die Aortotomie eingefiihrt wird.

b. Sovermeiden/minimieren Sie das Auftreten dieses Fehlers:

i. Nach Bestatigung der erfolgreichen Beladung des HS Il Seal und Anlegen der
Aortotomie das geladene HS Il Seal in die Aortotomie einsetzen, indem die in der
Gebrauchsanweisung des Gerats dokumentierten Schritte zur Einfihrung des HS IlI
Seal sorgfaltig befolgt werden.

ii. Kann das HS lll Seal nicht wie vorgesehen eingeflihrt werden, sollte das Gerat
ausgetauscht werden.

c. Zuergreifende Mallnahmen, wenn das HS Il Seal nicht erfolgreich in die Aorta eingefiihrt
werden kann.

i. Die Aortotomie mit dem Zeigefinger verschlieRen, um die Blutung zu kontrollieren.

ii. Ein zweites HS Il Seal 6ffnen. Das HS Il Seal gemaR Gebrauchsanweisung des
Gerats laden. Das HS Il Seal mit Beladung in die Aortotomie einfiihren und die
Anastomose gemall Gebrauchsanweisung abschlieRen.

iii. Wenn das Einsetzen des zweiten HS lll Seal in die Aortotomie nicht erfolgreich ist
oder das chirurgische Personal die Situation so beurteilt, dass die Verwendung
eines Ersatz-HS IIl Seal nicht moglich ist, eine Klemme zur teilweisen Okklusion auf

die Aorta setzen, um die Aortotomie zu isolieren, und die Anastomose gemaR der
herkdmmlichen chirurgischen Technik durchfihren.

3. Keine ausreichende Hamostase durch die eingefiihrte Heartstring lll-Versiegelung:
a. Sovermeiden/minimieren Sie das Auftreten dieses Fehlermodus:
i. Das geladene HS Il Seal immer sorgfaltig laden und prifen, um sicherzustellen,
dass es erfolgreich in die EinfUhrvorrichtung geladen wurde, bevor Sie die
Adventitia freilegen und die Aortotomie anlegen. (Siehe die direkt vorstehend
aufgefiihrten wichtigen Hinweise.)

ii. Die Heartstring Proximalversiegelung nicht bei Patienten mit einer dinnwandigen
Aorta verwenden.

iii. Bei Durchfiihrung einer Mehrfachanastomose sicherstellen, dass alle
Anastomosenstellen mindestens 1,5 cm voneinander entfernt sind, um eine
Hamostase zu gewahrleisten.

iv. Das HS Il Seal nicht vor dem Einsetzen in Losung einweichen.

b. Zu ergreifende MaRnahmen, wenn sich das HS Il Seal nach der Einfilhrung nicht 6ffnet
bzw. keine ausreichende Hamostase gewahrleistet.
i. Decken Sie die Aortotomie mit einem Zeigefinger ab und stellen Sie die Zugfeder
vorsichtig ein, um sicherzustellen, dass das HS Il Seal vollstdandig eingefiihrt wurde.
ii. Beianhaltend mangelhafter Himostase:
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1. Entfernen Sie das eingesetzte HS lll Seal gemal} der Gebrauchsanweisung
des Gerats aus der Aortotomie.

2. Beladen Sie ein zweites HS Ill Seal und setzen Sie die beladene
Versiegelung gemal der Gebrauchsanweisung des Gerats in die
Aortotomie ein, um die Anastomose abzuschlieRRen.

3. Wenn das zweite HS Il Seal nicht erfolgreich ist oder das chirurgische
Personal die Situation so beurteilt, dass die Verwendung eines Ersatz-HS llI
Seal nicht moglich ist, eine Klemme zur teilweisen Okklusion auf die Aorta
setzen, um die Aortotomie zu isolieren, und die Anastomose gemal der
herkdmmlichen chirurgischen Technik durchfihren.

Von Kund-/innen zu ergreifende MaRnahmen
Getinge bittet Sie, die folgenden MaBnahmen zu ergreifen:

1. Bitte leiten Sie diese Mitteilung an alle Personen in lhrer Organisation weiter, die darlber
informiert werden missen, oder an alle Organisationen, an die betroffene Produkte
weitergegeben wurden.

Weitere Informationen

Getinge leitet diese Informationen an die zustandigen Aufsichtsbehdrden weiter.

Wir bedauern etwaige Unannehmlichkeiten, die IThnen hierdurch entstehen. Wir setzen uns fiir die
Patientensicherheit ein und danken lhnen, dass Sie sich dieser Angelegenheit umgehend angenommen
haben. Wenn Sie Fragen zu dieser Mitteilung haben, wenden Sie sich bitte an Ihre Getinge-Vertretung
oder den Getinge-Kundendienst.

Mit freundlichen GrifRen

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery

255 OT# 1336551



GETINGE 3¢

ltalian (it)

Agosto 2025

Avwviso di sicurezza
Sistema di tenuta prossimale Heartstring lll
Codice prodotto: 1336551

Numero di modello UDI Nome del modello Numeri di serie/di
lotto

HS-3045 00607567700307
Sistema di tenuta prossimale

HSK-3038 00607567700314 . Tutti i lotti non scaduti
Heartstring Il

HSK-3043 00607567700321

Date di distribuzione: 1 luglio 2024 - Oggi

Date di produzione: 7 marzo 2024 - Oggi

Gentile cliente,

la presente lettera ha lo scopo di informarla che Maquet Cardiovascular, una consociata di Getinge, sta
emettendo un'azione correttiva urgente relativa a un dispositivo medico per il sistema di tenuta
prossimale Heartstring Il (HS 11l Seal). Dai nostri registri risulta che ha ricevuto uno o piu dei dispositivi
interessati da questa notifica.

Descrizione del problema

Sono state identificate tre modalita di guasto principali.

256

1. Mancato caricamento del sistema di tenuta Heartstring: questo guasto si verifica in caso di

malfunzionamento del dispositivo durante il processo di caricamento in quattro fasi che prevede
|'utilizzo del dispositivo di caricamento Heartstring, I'ispezione visiva di un sistema di tenuta HS Il|
correttamente caricato e lo sblocco del dispositivo di erogazione al completamento con successo
delle fasi di caricamento della tenuta HS III.

Errore nel posizionamento del sistema di tenuta Heartstring nell'aortotomia: questo errore
riguarda qualsiasi malfunzionamento del sistema di tenuta HS Ill e/o del dispositivo di
posizionamento dal momento in cui il dispositivo di posizionamento viene sbloccato
correttamente fino al completamento del rilascio del sistema di tenuta HS Il nell'aortotomia e
all'uscita dell'intero contenuto del sistema di tenuta prossimale (il cavo di collegamento, la molla
di tensione, lo stelo di tenuta, la linguetta di fissaggio) dal dispositivo di posizionamento.

Mancata capacita del sistema di tenuta Heartstring posizionato di garantire un'emostasi
adeguata: questo errore riguarda qualsiasi malfunzionamento di un sistema di tenuto HS llI
posizionato correttamente che non controlla adeguatamente il sanguinamento in corrispondenza
dell'anastomosi per consentire al chirurgo di eseguire la sutura dell'anastomosi, nonostante la
leggera regolazione della molla di tensione dopo il posizionamento della tenuta e/o l'uso di un
nebulizzatore a soffiaggio, aspirazione o siringa fisiologica per pulire la sede anastomotica. Questo
guasto include anche i casi in cui il cliente identifica un sistema di tenuta HS Il difettoso o
danneggiato dopo il posizionamento corretto della tenuta HS Il nell'aorta, che comporta o puo
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comportare un'emostasi inadeguata tale da impedire al chirurgo di completare I'anastomosi senza
rimuovere il sistema di tenuta HS Il difettoso.

L'indagine sulla causa principale e attualmente in corso.

Rischi per la salute

257

1.

Mancato caricamento: se utilizzato in conformita alle Istruzioni per I'uso (IFU) del dispositivo, un
sistema di tenuta HS Il che non si carica non rappresenta un rischio diretto per il paziente.
Tuttavia, tale guasto pud causare un ritardo nell'intervento chirurgico. Questo ritardo puo variare
da pochi minuti, necessari per recuperare e preparare una nuova tenuta, fino a una possibile
conversione dall'impiego del sistema HS Ill per eseguire |I'anastomosi prossimale al ricorso a una
pinza aortica per completare la procedura.

Guasto durante il posizionamento: quando il sistema di tenuta HS Ill caricato non si posiziona
correttamente dal dispositivo di posizionamento, le seguenti fasi procedurali sono gia state
eseguite e possono contribuire al rischio potenziale di lesioni al paziente. Se la tenuta HS llI
caricata non si dispiega dal dispositivo di posizionamento, diverse fasi procedurali saranno gia
state completate, il che pud aumentare il rischio potenziale di lesioni al paziente.

e |'aortotomia e stata creata.

e |'estremita distale del tubo del dispositivo di posizionamento e stata inserita mediante
aortotomia.

e Lo stantuffo del dispositivo di posizionamento & stato premuto o si & tentato di premerlo.

e || sistema di tenuta HS Il caricato non si & posizionato correttamente dall'estremita distale del
tubo del dispositivo di posizionamento.

e Quando il dispositivo di posizionamento viene rimosso dall'aortotomia, il sistema di tenuta HS
[Il non verra rilasciato e il sanguinamento dall'aortotomia dovra essere controllato applicando
pressione digitale (con un dito) sull'aortotomia.

Possono verificarsi i seguenti potenziali danni a carico del paziente:

e Ritardo nella procedura chirurgica: per rimuovere il sistema di tenuta HS Ill non posizionatosi,
aprire un nuovo sistema di tenuta HS lll, caricare il sistema nel dispositivo di posizionamento e
posizionare il sistema di tenuta HS Ill caricato nell'aortotomia creata (ritardo senza interventi
aggiuntivi) rispetto alla decisione di utilizzare una pinza aortica per completare I'anastomosi,
poiché il sistema di tenuta caricato non si & posizionato correttamente (ritardo con ulteriore
intervento).

e Danni ai tessuti: possono verificarsi in seguito al posizionato di un sistema di tenuta HS i
caricato con punta svasata (all'estremita). Una punta svasata avra un diametro maggiore
rispetto al tubo distale del dispositivo di posizionamento. Il posizionamento di un sistema di
tenuta caricato con punta svasata pud causare danni ai tessuti a livello dell'aortotomia e, se
per rilasciare il sistema di tenuta interessato si applica una forza maggiore, vi & un rischio
potenziale di danneggiare la parete posteriore dell'aorta durante l'inserimento. Danni ai
tessuti possono inoltre verificarsi durante la rimozione del dispositivo di posizionamento
dall'aortotomia, durante il rilascio di un secondo sistema di tenuta HS Il caricato nella stessa
aortotomia e/o qualora si renda necessario passare all'uso di una pinza aortica per completare
I'aortotomia.

e Sanguinamento: puo verificarsi una perdita minima di sangue durante la rimozione del
dispositivo di posizionamento dall'aortotomia, il controllo manuale dell'emorragia
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dall'aortotomia e il rilascio di un sistema di tenuta HS Il sostitutivo. In caso di danni ai tessuti,
puo verificarsi una maggiore perdita di sangue che richiede un intervento aggiuntivo.

e Evento embolico derivante da un'ulteriore manipolazione dell'aorta per risolvere il problema
di caricamento del sistema di tenuta HS IlI.

Mancata capacita del sistema di tenuta Heartstring posizionato di garantire un'emostasi
adeguata: quando un sistema di tenuta HS Ill non riesce a ottenere un'emostasi adeguata che
consenta al chirurgo di completare I'anastomosi prossimale, diverse fasi di utilizzo del sistema di
tenuta HS Ill sono gia state completate e possono aumentare il rischio potenziale di lesioni al
paziente. Sono gia state eseguite le seguenti fasi procedurali.

e ['aortotomia e stata creata.
e |l sistema di guarnizione HS Il caricato é stata posizionato nell'aorta.

e |l chirurgo ritiene che il sanguinamento dall'aorta sia troppo grave per eseguire I'anastomosi.

Possono verificarsi i seguenti potenziali danni a carico del paziente:

e Ritardo nell'intervento chirurgico: puo verificarsi come segue:

o Tempo aggiuntivo per l'intervento chirurgico necessario per tentare di regolare il
sistema di tenuta al fine di migliorare I'emostasi mediante il sistema di tenuta HS llI
rilasciato, rimuovere il sistema di tenuta HS Il difettoso, aprire un nuovo sistema HS
I, caricare il sistema HS Il sostitutivo e rilasciare il sistema di tenuta HS Il caricato
nell'aortotomia creata (ritardo della procedura senza intervento aggiuntivo)

o Il chirurgo ritiene piu opportuno utilizzare una clamp aortica per completare
I'anastomosi poiché il sistema di tenuta HS Il utilizzato non & riuscito a garantire
un'emostasi adeguata al fine di completare I'anastomosi e non & disponibile un
sistema di tenuta HS Il sostitutivo oppure il chirurgo ritiene che la situazione non
consenta l'uso di un sistema di tenuta HS Il sostitutivo e si utilizza una clamp aortica
per completare |'anastomosi prossimale secondo la tecnica chirurgica tradizionale.
(ritardo della procedura con intervento aggiuntivo).

e Danno ai tessuti: possono verificarsi danni ai tessuti durante la manipolazione della tenuta HS
[l interessata, durante il posizionamento di un secondo sistema di tenuta HS Il caricato nella
stessa aortotomia e/o la necessita di passare all'uso di una clamp aortica per completare
l'aortotomia.

e Sanguinamento: una piccola perdita di sangue intorno al sistema di tenuta HS Il posizionato &
normale e prevedibile durante I'esecuzione dell'anastomosi prossimale utilizzando un sistema
HS 1ll. Una perdita di sangue maggiore che richiede un intervento aggiuntivo puo verificarsi in
caso di danni al tessuto aortico, indipendentemente dalla causa.

e Eventi embolici: derivanti da un'ulteriore manipolazione dell'aorta secondaria alla risoluzione
del problema del sistema di tenuta HS Il per eseguire un'emostasi adeguata.

Tra il 1 giugno 2023 e il 22 luglio 2025, Getinge ha ricevuto i seguenti reclami:
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274 segnalazioni di guasti durante il caricamento, che rappresentano un tasso di reclami dello
0,386%

96 segnalazioni di guasti durante il posizionamento, che rappresentano un tasso di reclami dello
0,135%
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e 30 segnalazioni relative a un'emostasi inadeguata, che rappresentano un tasso di reclami dello
0,042%

Azioni e mitigazioni consigliate

Getinge fornisce le seguenti istruzioni per evitare/ridurre al minimo i guasti di cui sopra.

1. Mancato caricamento del sistema di tenuta Heartstring
a. Promemoria importanti:

i. Secondo le Istruzioni per I'uso del dispositivo, il sistema di tenuta HS Il € destinato
a essere caricato e rimosso dal dispositivo di caricamento, quindi ispezionato e
regolato se necessario per confermare |'esito positivo del caricamento e infine
sbloccato prima di rimuovere I'avventizia dall'area anastomotica prevista e creare
['aortotomia. Il caricamento del sistema di tenuta HS Ill e la conferma del
caricamento riuscito prima della creazione dell'aortotomia riducono al minimo il
rischio per i pazienti, poiché I'aorta rimane intatta fino alla conferma dell'avvenuto
caricamento del sistema di tenuta HS IIl.

ii. Seil sistema di tenuta HS Il non si carica come previsto, occorre sostituire il
dispositivo.

b. Come evitare/ridurre al minimo l'insorgenza di questo guasto

i. Leggere le Istruzioni per I'uso del dispositivo Heartstring prima dell'uso,
specialmente se Heartstring non viene utilizzato regolarmente.

ii. Caricare il sistema di tenuta HS Ill seguendo attentamente le Istruzioni per 'uso
(IFU) del dispositivo.

iii. Conformemente alla sezione 4.3-4.5 delle Istruzioni per I'uso, confermare che il
sistema HS Ill sia stato caricato correttamente nel dispositivo di posizionamento
ispezionando il sistema di tenuta HS Il caricato una volta che il sistema di tenuta HS
Il & stato caricato nel dispositivo di posizionamento e rimosso dal dispositivo di
caricamento.

iv. Un sistema di tenuta HS lll che non viene ispezionato correttamente dopo essere
stato rimosso dal dispositivo di caricamento potrebbe non funzionare
correttamente durante |'attivazione e causare lesioni al paziente. (vedere le
informazioni relative al mancato posizionamento).

v. Completare correttamente il caricamento del sistema di tenuta HS Il prima di
rimuovere |'avventizia aortica e creare |'aortotomia.

C. Azione daintraprendere se il sistema di tenuta HS Il non si carica.

i. Smaltire il sistema di tenuta HS Ill difettoso.

ii. Tenere sempre a disposizione un secondo sistema di tenuta HS Ill per sostituire un
dispositivo guasto. Fare riferimento alle Istruzioni per l'uso del dispositivo per
garantire un caricamento corretto.

2. Errore nel posizionamento del sistema di tenuta Heartstring Il nell'aortotomia

a. Promemoria importanti:
i. Assicurarsi che il sistema di tenuta HS Ill sia stato caricato correttamente nel
dispositivo di posizionamento come descritto nella sezione precedente.
ii. Dopo aver rimosso il sistema di tenuta HS Il caricato dal dispositivo di caricamento,
ispezionare il sistema HS Il caricato, conformemente alle sezioni 4.3-4.5 delle
Istruzioni per I'uso, per confermare quanto segue:
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1. Il sistema ditenuta HS Il caricato non e rotto.

2. La porzione del sistema di tenuta HS Ill che non si & caricato nel tubo del
dispositivo di posizionamento non si allarga oltre il diametro del tubo del
dispositivo di posizionamento.

3. Le estremita della molla di tensione sono allineate in modo che entrino in
contatto con entrambi i bordi prossimali del sistema di tenuta HS Il
caricato durante il posizionamento della tenuta nell'aortotomia.

b. Come evitare/ridurre al minimo l'insorgenza di questo guasto:

i. Dopo aver confermato il corretto caricamento del sistema di tenuta HS lll e |a
creazione dell'aortotomia, posizionare la tenuta HS Il caricata nell'aortotomia
seguendo attentamente i passaggi per il posizionamento del sistema di tenuta HS IlI
documentati nelle Istruzioni per I'uso del dispositivo.

ii. Seil sistema di tenuta HS lll non si posiziona come previsto, occorre sostituire il
dispositivo.

c. Azioni da intraprendere se il sistema di tenuta HS Ill non si posiziona correttamente
nell'aorta.

i. Occludere I'aortotomia per controllare il sanguinamento utilizzando un dito indice.

ii. Aprire un secondo sistema di tenuta HS lll. Caricare la tenuta HS Ill secondo le
Istruzioni per I'uso del dispositivo. Inserire la tenuta HS Il caricata nell'aortotomia e
seguire le Istruzioni per I'uso per completare I'anastomosi.

iii. Se il posizionamento del secondo sistema di tenuta HS Il nell'aortotomia non riesce
o se il chirurgo ritiene che il caso non consente I'uso di un sistema di tenuta HS llI

sostitutivo, posizionare una clamp di occlusione parziale sull'aorta isolando
I'aortotomia ed eseguire I'anastomosi secondo la tecnica chirurgica tradizionale.

3. Mancata capacita del sistema di tenuta Heartstring Il posizionato di garantire un'emostasi

adeguata:
a. Come evitare/ridurre al minimo l'insorgenza di questa modalita di guasto:

i. Caricare sempre e ispezionare attentamente il sistema di tenuta HS Il caricato per
confermare il corretto caricamento della tenuta HS Il nel dispositivo di
posizionamento prima di rimuovere |'avventizia aortica e creare |'aortotomia.
(Vedere i promemoria importanti qui sopra.)

ii. Non utilizzare il sistema di tenuta prossimale Heartstring in pazienti con aorta a
parete sottile.

iii. Quando si esegue un'anastomosi multipla, assicurarsi che tutti i siti anastomotici
siano distanti almeno 1,5 cm per garantire I'emostasi.
iv. Non immergere il sistema di tenuta HS Il nella soluzione prima del posizionamento.
b. Azione da intraprendere se il sistema di tenuta HS Il non si apre/non fornisce un'emostasi
adeguata dopo il posizionamento della tenuta.

i. Coprire I'aortotomia con il dito indice e regolare delicatamente la molla di tensione
per assicurarsi che il sistema di tenuta HS Il sia posizionato correttamente.

ii. Sel'emostasi non e sufficiente:

1. Rimuovere il sistema di tenuta HS Ill posizionato dall'aortotomia
conformemente alle Istruzioni per I'uso del dispositivo.

2. Caricare un secondo sistema di tenuta HS Il e posizionarlo nell'aortotomia
secondo le Istruzioni per I'uso del dispositivo e completare I'anastomosi.

3. Seil secondo sistema di tenuta HS lll fallisce o se il chirurgo ritiene che il
caso non consente |'uso di un sistema di tenuta HS Il sostitutivo,
posizionare una clamp di occlusione parziale sull'aorta isolando

OT# 1336551



GETINGE 3¢

I'aortotomia ed eseguire I'anastomosi secondo la tecnica chirurgica
tradizionale.

Azioni del cliente
Getinge richiede di intraprendere le seguenti azioni:

1. Siprega di trasmettere il presente avviso a chiunque debba esserne a conoscenza all'interno della
propria organizzazione/struttura o di qualsiasi organizzazione in cui sono stati trasferiti i dispositivi
interessati.

Informazioni aggiuntive

Getinge sta comunicando queste informazioni alle autorita di regolamentazione competenti.
Ci scusiamo per il disagio. Ci impegniamo a garantire la sicurezza dei pazienti e apprezziamo la vostra
immediata attenzione al problema. In caso di domande sulla presente comunicazione, contatti il

rappresentante Getinge o |'assistenza clienti Getinge

Cordiali saluti

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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French (fr)

Ao(t 2025
Avis relatif a la sécurité
Systeme d’étanchéité proximale Heartstring lll

Réf. piece : 1336551
Numéro de modeéle uUDI Désignation de modeéle Numéro de série/lot
HS-3045 00607567700307

Systeme d’étanchéité proximale
HSK-3038 00607567700314 ysTeme P Tous les ots non

Heartstring Il périmés
HSK-3043 00607567700321
Période de distribution: Du ler juillet 2024 a aujourd’hui
Période de fabrication: Du 7 mars 2024 a aujoud’hui

Cher utilisateur, cher client,

Le présent courrier a pour but de vous informer que Maquet Cardiovascular, filiale de Getinge, a publié
une correction urgente de dispositif médical pour le systéme d’étanchéité proximale Heartstring Il (HS IlI
Seal). Nos dossiers indiquent que vous avez recu au moins un des dispositifs concernés par cette
notification.

Description du probleme

Trois modes d’anomalie primaire ont été identifiés.

262

1. Echec de chargement du systéeme d’étanchéité Heartstring: Cette anomalie s’applique a tout

dysfonctionnement du dispositif qui se produit pendant le processus de chargement en quatre
étapes a I'aide du dispositif de chargement Heartstring, I'inspection visuelle d’un systéeme
d’étanchéité HS Ill chargé avec succes et le déverrouillage du dispositif d’administration une fois
les étapes de chargement du systéme d’étanchéité HS Ill terminées avec succes.

Echec du déploiement du systéme d’étanchéité Heartstring dans ’aortotomie: Cette anomalie
s’applique a tout dysfonctionnement du systeme d’étanchéité HS Il et/ou du dispositif
d’administration a partir du moment ou le dispositif d’administration est déverrouillé avec succes
jusgu’a ce que le systeme d’étanchéité HS lll soit completement introduit dans I'aortotomie et que
tout le contenu du systeme d’étanchéité proximal (attache, ressort de tension, tige du systéeme
d’étanchéité, languette d’ancrage) ait quitté le dispositif d’administration.

Echec de ’hémostase par le systéme d’étanchéité Heartstring déployé: Cette anomalie s’applique
a tout dysfonctionnement d’un systéme d’étanchéité HS Il déployé avec succes qui ne contréle
pas adéquatement le saignement au niveau de I'anastomose pour permettre au chirurgien
d’effectuer la suture de 'anastomose, malgré un léger réglage du ressort de tension apres le
déploiement du systéme d’étanchéité et/ou I'utilisation d’un vaporisateur, d’une aspiration ou
d’une seringue de sérum physiologique pour dégager le site anastomotique. Cette anomalie inclut
I'identification par le client d’un systéme d’étanchéité HS Il défectueux ou endommagé apres le
déploiement réussi du systeme d’étanchéité HS Il dans 'aorte qui entraine/peut entrainer une
hémostase inadéquate empéchant le chirurgien de terminer I'anastomose sans retirer le systeme
d’étanchéité HS Il défectueux.
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L’enquéte sur les causes profondes est en cours.

Risque pour la santé
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1.

Echec du chargement: Lorsqu’il est utilisé conformément au mode d’emploi du dispositif, un
systéeme d’étanchéité HS Ill qui ne se charge pas ne présente aucun risque direct pour le patient.
Toutefois, cette anomalie peut retarder l'intervention chirurgicale. Un tel retard peut aller de
qguelques minutes pour récupérer et charger un nouveau systeme d’étanchéité, a une conversion
potentielle de I'utilisation du systéeme d’étanchéité HS Ill pour effectuer 'anastomose proximale a
I'utilisation d’une pince aortique pour terminer la procédure.

Echec du déploiement: Lorsque le systéeme d’étanchéité HS Ill chargé ne se déploie pas a partir du
dispositif d’administration, les étapes de procédure suivantes ont déja été effectuées et peuvent
contribuer au risque de blesser le patient. Si le systéme d’étanchéité HS Ill chargé ne se déploie
pas a partir du dispositif d’administration, plusieurs étapes de la procédure auront déja été
effectuées, ce qui peut augmenter le risque de blesser le patient.

e |’'aortotomie a été créée.
e L’extrémité distale du tube du dispositif d’introduction a été insérée dans |'aortotomie.

e Le piston du dispositif d’administration a été enfoncé ou une tentative a été faite de
I’enfoncer.

e Le systéeme d’étanchéité HS Ill chargé n’a pas été déployé avec succes depuis I'extrémité
distale du tube du dispositif d’administration.

e Lorsque le dispositif d’introduction est retiré de I'aortotomie, le systeme d’étanchéité HS Ill ne
sera pas déployé et le saignement de I'aortotomie devra étre contrélé en placant un doigt sur
I'aortotomie.

Les risques pour le patient sont les suivants:

e Retard de l'intervention chirurgicale: pour retirer le systeme d’étanchéité HS IIl non déployé,
ouvrir un nouveau systeme d’étanchéité proximal HS lll, charger le systeme d’étanchéité dans
le dispositif d’administration et délivrer le systeme d’étanchéité HS Il chargé dans
I’aortotomie créée (retard sans intervention supplémentaire) par rapport a la décision
d’utiliser une pince aortique pour terminer I'anastomose parce que le systéme d’étanchéité
chargé n’a pas pu étre déployé (retard d{ a une intervention supplémentaire)

e Lésions tissulaires: peuvent survenir a la suite du déploiement d’un systeme d’étanchéité HS
[l chargé qui est évasé au niveau de I'embout. Un embout évasé aura un diametre supérieur a
celui du tube distal du dispositif d’introduction. Le déploiement d’un systeme d’étanchéité
chargé avec une extrémité évasée peut endommager le tissu de I'aortotomie et, si une force
plus importante est exercée pour déployer le systeme d’étanchéité touché, il existe un risque
de retour de I'aorte pendant I'insertion. Des lésions tissulaires peuvent également se produire
pendant le retrait du dispositif d’introduction de I'aortotomie, le déploiement d’un deuxiéme
systéeme d’étanchéité HS lll chargé dans la méme aortotomie, et/ou la nécessité de passer a
I"'utilisation d’une pince aortique pour terminer I'aortotomie.

e Hémorragie: une perte de sang minimale peut se produire lors du retrait du dispositif
d’introduction de l'aortotomie, du contréle manuel du saignement de 'aortotomie et de
I’administration d’un systéme d’étanchéité HS Il de remplacement. Une saignement plus
important, nécessitant une intervention supplémentaire, peut se produire en cas de lésion
tissulaire.

OT# 1336551



GETINGE 3¢

Evénement embolique résultant d’'une manipulation supplémentaire de I’aorte pour résoudre
I’échec du chargement du systeme d’étanchéité HS Ill.

Echec de I’hémostase par le systtme d’étanchéité Heartstring déployé: Si un systéme
d’étanchéité HS Ill déployé n’assure pas une hémostase adéquate pour que le chirurgien termine
|"anastomose proximale, plusieurs étapes de I'utilisation du systéme de systeme d’étanchéité HS Il|
ont déja été effectuées et peuvent augmenter le risque de blessure du patient. Les étapes
suivantes ont été effectuées.

L’aortotomie a été créée.
Le systéeme d’étanchéité HS Il chargé a été déployé dans I'aorte.

L'hémorragie de I|'‘aorte est jugé trop importante par le chirurgien pour effectuer
I’'anastomose.

Les risques pour le patient sont les suivants:

Retard d’intervention chirurgicale: peut se produire comme suit:

o P rolongation de la durée d’opération nécessaire pour tenter d’effectuer des
ajustements du systeme d’étanchéité pour améliorer '"hémostase par le systéme
d’étanchéité HS lll fourni, retirer le systeme d’étanchéité HS Il défectueux, ouvrir un
nouveau systeme d’étanchéité HS Ill, charger le systéme d’étanchéité HS Il de
remplacement et transmettre le systéme d’étanchéité HS Il chargé dans I'aortotomie
créée (retard de la procédure sans intervention supplémentaire)

O Le chirurgien estime qu’il est plus approprié d’utiliser un clamp aortique pour terminer
I'anastomose car le systéme d’étanchéité HS Il déployé n’a pas fourni d’hémostase
adéquate pour terminer l'anastomose et qu’un systeme d’étanchéité HS Il de
remplacement n’est pas disponible ou que le chirurgien détermine que la situation ne
permet pas l'utilisation d’'un systéme d’étanchéité HS lll de remplacement et qu’un
clamp aortique est utilisé pour terminer I'anastomose proximale suivant la technique
chirurgicale traditionnelle. (retard de la procédure avec une intervention
supplémentaire)

Dommages tissulaires : Des |ésions tissulaires peuvent se produire pendant la manipulation du
systéme d’étanchéité HS Ill concerné, pendant le déploiement du systéeme d’étanchéité d’un
second systéme d’étanchéité HS Il chargé dans la méme aortotomie et/ou nécessitant
I"'utilisation d’une pince aortique pour terminer I'aortotomie.

Hémorragie : Une légere perte de sang autour du systeme d’étanchéité HS Il déployé est
normale et attendue lors de I'anastomose proximale au moyen d’un systéme d’étanchéité HS
lll. Une perte de sang plus importante nécessitant une intervention supplémentaire peut
survenir en cas de lIésion du tissu aortique, quelle qu’en soit la cause.

Evénement(s) embolique(s): résultant d’une manipulation supplémentaire de Iaorte
secondaire au traitement de I'échec de I'étanchéité HS Il pour assurer une hémostase
adéquate.

Entre le 1er juin 2023 et le 22 juillet 2025, Getinge a regu les réclamations suivantes:
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274 signalements liés a I'échec du chargement, représentant un taux de réclamations de 0,386 %

96 signalements liés a I'’échec du déploiement, représentant un taux de réclamations de 0,135 %

30 rapports liés a une hémostase inadéquate, représentant un taux de plaintes de 0,042 %
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Mesures et actions recommandées

Getinge fournit les instructions suivantes pour éviter/minimiser les anomalies abordées ci-dessus.

1. Echec de chargement du systéme d’étanchéité Heartstring
a. Rappels importants:

i. Conformément au mode d’emploi du dispositif, le systéeme d’étanchéité HS Il est
destiné a étre chargé et retiré du dispositif de chargement, puis inspecté et ajusté
si nécessaire pour confirmer le chargement réussi et enfin déverrouillé avant de
dégager toute adventice de la zone anastomotique prévue et de créer I'aortotomie.
Le chargement du systéeme d’étanchéité HS Il et la confirmation du chargement
réussi avant la création de I'aortotomie minimisent le risque pour les patients car
I'aorte reste intacte jusqu’a la confirmation du chargement réussi du systéeme
d’étanchéité HS IIl.

ii. Sile systeme d’étanchéité HS Ill ne se charge pas comme prévu, le dispositif doit

étre remplacé.
b. Comment éviter/minimiser |’occurrence de cette anomalie
i. Lisez le mode d’emploi du dispositif Heartstring avant utilisation, en particulier si

Heartstring n’est pas utilisé de maniere routiniere.
ii. Chargez le systeme d’étanchéité HS Ill en suivant attentivement le mode d’emploi
du dispositif.

iii. Conformément a la section 4,3-4,5 du mode d’emploi, confirmez que le systéeme
d’étanchéité HS Ill a été correctement chargé dans le dispositif d’administration en
inspectant le systeme d’étanchéité HS Il chargé une fois le systeme d’étanchéité
HS Il chargé dans le dispositif d’administration et retiré du dispositif de
chargement.

iv. Un systeme d’étanchéité HS Il qui n’est pas correctement inspecté apres avoir été
retiré du dispositif de chargement peut tomber en panne pendant le déploiement
du systéme d’étanchéité HS lll et nuire au patient. (voir informations relatives a
I’échec du déploiement).

v. Terminez le chargement réussi du systeme d’étanchéité HS IIl avant de nettoyer
I’adventice de la surface aortique et de créer I'aortotomie.

C. Mesures a prendre si le systeme d’étanchéité HS Il ne se charge pas.
i. Eliminez le systéme d’étanchéité HS Ill défectueux.

ii. Il faut toujours disposer d’un deuxiéme systéme d’étanchéité HS Il pour remplacer
un dispositif défectueux. Reportez-vous au mode d’emploi du dispositif pour
garantir un chargement réussi.

2. Echec du déploiement du systéeme d’étanchéité Heartstring lll dans I’aortotomie

a. Rappels importants:

i. Vérifiez que le systeme d’étanchéité HS Il a été correctement chargé dans le
dispositif d’administration comme décrit dans la section ci-dessus.

ii. Apres avoir retiré le systeme d’étanchéité HS Ill chargé du dispositif de
chargement, inspectez le systeme d’étanchéité HS Ill chargé, conformément aux
sections 4.3-4.5 du mode d’emploi, pour confirmer ce qui suit:

1. Le systeme d’étanchéité HS Il chargé n’est pas fissuré.
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2. La partie du systéme d’étanchéité HS Il qui n’est pas chargée dans le tube
du dispositif d’administration ne s’élargit pas au-dela du diameétre du tube
du dispositif d’administration.

3. Les extrémités du ressort de tension sont alignées de sorte qu’elles
entrent en contact avec les deux bords proximaux du systéme
d’étanchéité HS Ill chargé pendant I'introduction du systéme d’étanchéité
dans l'aortotomie.

b. Comment éviter/minimiser 'occurrence de cette anomalie:

Apres confirmation du chargement réussi du systéme d’étanchéité HS Il et de la
création de I'aortotomie, déployez le systeme d’étanchéité HS Il chargé dans
I'aortotomie en suivant attentivement les étapes de déploiement du systéme
d’étanchéité HS Ill énoncées dans le mode d’emploi du dispositif.

Si le systéme d’étanchéité HS Il ne se déploie pas comme prévu, le dispositif doit
étre remplacé.

c. Mesures a prendre si le systeme d’étanchéité HS Il ne se déploie pas correctement dans
I'aorte.

Occluez I'aortotomie pour controler le saignement a I'aide d’un index.

Ouvrez un deuxiéme systéme d’étanchéité HS lll. Chargez le systeme d’étanchéité
HS 1l conformément au mode d’emploi du dispositif. Introduisez le systéme
d’étanchéité HS lll chargé dans I'aortotomie et suivez le mode d’emploi pour
terminer I'anastomose.

Si la pose du deuxieme systeme d’étanchéité HS Ill dans I'aortotomie échoue ou si
I’avis du chirurgien détermine que la situation ne permet pas I'utilisation d’un
systéme d’étanchéité HS Il de remplacement, placez un clamp d’occlusion partielle
sur l'aorte, isolez 'aortotomie et effectuez I'anastomose suivant la technique
chirurgicale traditionnelle.

3. Echec de ’hémostase du systeme d’étanchéité Heartstring Ill déployé:
a. Comment éviter/minimiser I’occurrence de ce mode d’anomalie:

iv.

Il faut toujours charger et inspecter soigneusement le systéme d’étanchéité HS llI
chargé pour confirmer le chargement réussi du systeme d’étanchéité HS Ill dans le
dispositif d’introduction_avant de dégager toute adventice aortique et de créer
I’aortotomie. (Voir les rappels importants ci-dessus.)

Veillez a ne pas utiliser le systéme d’étanchéité proximale Heartstring chez les
patients présentant une aorte a paroi mince.

Lors d’anastomoses multiples, assurez-vous que tous les sites d’anastomose sont
espacés d’au moins 1,5 cm pour assurer I’'hémostase.

N’immergez pas le systeme d’étanchéité HS Ill dans la solution avant son
déploiement.

b. Maesures a prendre si le systéme d’étanchéité HS Il ne s’ouvre pas/n’assure pas une
hémostase adéquate aprés le déploiement du systeme d’étanchéité.

Couvrez I'aortotomie avec I'index et ajustez délicatement le ressort de tension pour
s’assurer que le systeme d’étanchéité HS Il est completement déployé.
Si I'absence d’hémostase adéquate persiste:
1. Retirez le systeme d’étanchéité HS Il déployé de I'aortotomie
conformément au mode d’emploi du dispositif.
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2. Chargez un deuxieme systéme d’étanchéité HS lll et déployez le systéeme
d’étanchéité chargé dans I'aortotomie conformément au mode d’emploi
du dispositif et terminez I'anastomose.

3. Sile second systeme d’étanchéité HS Il n’est pas efficace ou si le
chirurgien détermine que la situation ne permet pas I'utilisation d’un
systeme d’étanchéité HS IIl de remplacement, placez un clamp d’occlusion
partielle sur 'aorte, isolez I'aortotomie et effectuez I'anastomose suivant
la technique chirurgicale traditionnelle.

Mesures du client
Getinge vous invite a prendre les mesures suivantes:

Iy

1. Veuillez vous assurer que ce message est transmis a toutes les personnes devant en étre
informées au sein de votre établissement ou tout autre ol les dispositifs concernés ont été
transférés.

Pour plus d’informations

Getinge communique ces informations aux organismes de réglementation appropriés.
Veuillez nous excuser pour tout éventuel désagrément. Nous nous engageons a assurer la sécurité des
patients et apprécions votre attention immédiate a ce sujet. Pour toute question au sujet de cet avis,

veuillez contacter votre représentant Getinge ou appeler le service client Getinge.

Nous vous prions de recevoir nos respectueuses salutations,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery

267 OT# 1336551



Turkey (tr)

Agustos 2025

GETINGE 3¢

Saha Giivenlik Bildirimi
Heartstring lll Proksimal Sizdirmazlik Sistemi
Referans Numarasi: 1336551

Model Numarasi UDI Model Adi Seri / Lot Numaralan
HS-3045 HSK-3038 00607567700307
HSK-3043 00607567700314 Heartstring Il Proximal Seal System | Siiresi Dolmamis Tim
00607567700321 Lotlar

Dagitim Tarihleri:

1 Temmuz 2024 - GUnumiuz

Uretim Tarihleri:

7 Mart 2024 - Halen

Sayin Risk Yoneticisi,

Bu mektubun amaci, Getinge'nin bir istiraki olan Maquet Cardiovascular'in Heartstring Ill Proksimal
Sizdirmazhk Elemani Sistemi (HS 1l Sizdirmazlik Elemani) igin Acil Tibbi Cihaz Dizeltmesi
yayinladigini size bildirmektir. Kayitlarimiz, bu bildirimin kapsadigi bir veya daha fazla cihaz

aldiginizi gbéstermektedir.

Sorun Aciklamasi

Ug ana ariza modu tespit

edilmistir.

1. Heartstring Sizdirmazlik Elemani'nin Yiiklenememesi: Bu ariza, Heartstring Yikleme
Cihazi kullanilarak dért asamali yikleme islemi sirasinda cihazda meydana gelen
herhangi bir ariza, basariyla yliklenmis HS 11l Sizdirmazlik Elemani'nin gorsel kontroli ve
HS 1l Sizdirmazhk Elemani yikleme adimlarinin basariyla tamamlanmasinin ardindan
Yerlestirme Cihazinin kilidinin agilmasi icin gecerlidir.

2. Heartstring Sizdirmazlik Elemaninin aortotomi igine yerlestirilememesi: Bu ariza,

Yerlestirme Cihazinin basariyla kilidinin acilmasindan itibaren, HS 1l

Elemaninin aortotomi icine tamamen yerlestirilmesine ve Proksimal

Sizdirmazhk
Sizdirmazhk

Sisteminin tim bilesenlerinin (Tether, Gergi Yayi, Sizdirmazlik Goévdesi, Ankraj Sekmesi)
Yerlestirme Cihazindan tamamen c¢ikmasina kadar gecen sire icinde HS Il Sizdirmazlik

Elemani ve/veya Yerlestirme Cihazinda meydana gelen her turll arizayi kapsar.

3. Yerlestirilen Heartstring Sizdirmazlik Elemani'nin yeterli hemostaz saglayamamasi: Bu
durum, Sizdirmazlik Elemani yerlestirildikten sonra Gergi Yayinin nazik¢e ayarlanmasina
ve/veya anastomoz bolgesini temizlemek igin pUskrtiict, aspirasyon veya salin siringasi
kullanilmasina ragmen, cerrahin anastomozu dikmesini saglayacak sekilde anastomoz
bolgesindeki kanamayi yeterince kontrol edemeyen, basariyla yerlestirilmis HS IlI
Sizdirmazlik Elemani'nin herhangi bir arizasi icin gecerlidir. Bu ariza, HS Il Sizdirmazlik
Elemani'nin aortaya basarili bir sekilde yerlestirilmesinin ardindan, misteri tarafindan
tespit edilen arizali veya hasarl bir HS Il Sizdirmazlik Elemani'ni kapsar. Bu durum,
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yetersiz hemostaza yol acarak cerrahin anastomozu tamamlamasinin engellenmesine
neden olur ve/veya neden olabilir; bu durumda hasarl HS 1l Sizdirmazlik Elemani'nin
¢ikarilmasi gerekebilir.

Su anda temel neden arastirmasi devam etmektedir.

Saghk Riskleri
1. Yikleme Arnzasi: Cihazin Kullanim Talimatlarina (IFU) uygun olarak kullanildiginda,
ylklenemeyen bir HS Ill Sizdirmazlk Elemani hastaya dogrudan bir risk olusturmaz. Ancak
bu durum cerrahi prosediiriin gecikmesine neden olabilir. Bu gecikme, yeni bir Sizdirmazhk
Elemaninin alinmasi ve vyiklenmesi icin birka¢ dakikadan, proksimal anastomozu
gerceklestirmek icin HS Il Sizdirmazhik Elemaninin kullanilmasindan, prosediri
tamamlamak icin aort kelepgesinin kullanilmasina kadar degisebilir.

2. Yerlestirilememe: Yiklenen HS Il Sizdirmazlik Elemani, Yerlestirme Cihazindan
yerlestirilemediginde asagidaki prosedir adimlari 6nceden uygulanmis olup hastanin zarar
gorme riskine katkida bulunabilir. Yiklenen HS 1l Sizdirmazlik Elemani, Yerlestirme
Cihazindan ¢ikmazsa birka¢ prosedir adimi zaten tamamlanmis olacak ve bu da hastaya
zarar verme riskini artiracaktir.

e Aortotomi gergeklestirilmistir.

e Yerlestirme Cihazi Tlpinin distal ucu aortotomi yoluyla yerlestirilmistir.

e Yerlestirme Cihazinin Pistonuna basilmis veya basilmaya calisiimistir.

e Yiklenen HS lll Sizdirmazlik Elemani, Yerlestirme Cihazi Tliplnin distal ucundan basariyla
yerlestirilememistir.

e Yerlestirme Cihazi aortotomiden cikarildiginda HS Il Sizdirmazlik Elemani
acilmayacaktir ve aortotomiden kaynaklanan kanamayi aortotominin tizerine baski
uygulayarak kontrol altina almak gerekecektir.

Asagidaki potansiyel hasta zararlari meydana gelebilir:

e Cerrahi prosediir gecikmesi: Yerlestirilememis HS Il Proksimal Sizdirmazlik Elemaninin
cikarilmasi, yeni bir HS 1l Proximal Seal acilmasi, Sizdirmazlik Elemaninin Yerlestirme
Cihazina yiklenmesi ve Sizdirmazhk Elemaninin  olusturulan aortotomiye
yerlestirilmesine (ek bir miidahale olmadan gecikme) karsilik Sizdirmazlik Elemaninin
yerlesmemesi nedeniyle aort kiska¢ kullanarak anastomozun tamamlanmasi karari (ek
bir midahale ile gecikme).

e Doku hasari: Uc¢ kismi acilmis bir HS 1l Sizdirmazlik Elemaninin yerlestirilmesi
sonucunda meydana gelebilir. Acilmis ug, Yerlestirme Cihazi Tipi'niin distal kismindan
daha buyik bir capta olacaktir. Acilmis uclu yiklenmis bir Sizdirmazlik Elemaninin
yerlestirilmesi, aortotomi dokusunda hasara yol acabilir ve etkilenen Sizdirmazhk
Elemaninin vyerlestiriimesi sirasinda daha fazla kuvvet kullanilmasi durumunda
aortanin arka duvarinin delinmesi (backwalling) riski olabilir. Doku hasari, Yerlestirme
Cihazinin aortotomiden cikarilmasi sirasinda ayni aortotomiye ikinci bir yiklenmis HS
Il Sizdirmazhk Elemani yerlestirilmesi sirasinda ve/veya aortotomi tamamlamak igin
aort kiska¢ kullanmaya déniisme sirasinda da meydana gelebilir.

e Kanama: Aortotomi boélgesinden Yerlestirme Cihazi ¢ikarilirken bu bélgedeki kanamayi
manuel olarak kontrol ederken ve yedek HS IIl Sizdirmazlik Elemani yerlestirirken
minimal kan kaybi meydana gelebilir. Doku hasari meydana gelirse daha fazla kan
kaybi meydana gelebilir ve ek miidahale gerekebilir.

e HS Il Sizdirmazlik Elemaninin yiiklenememesi sorununu gidermek amaciyla aortaya ek
manipulasyon yapilmasi sonucu gelisen embolik olay.
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3. Yerlestirilen Heartstring Sizdirmazlik Elemaninin yeterli hemostaz saglayamamasi:
Yerlestirilmis bir HS [1ll Sizdirmazlik Elemaninin, cerrahin proksimal anastomozu
tamamlayabilmesi icin yeterli hemostazi saglayamamasi durumunda, HS Il Sizdirmazhk
Sistemi kullanimina iliskin birka¢ adim halihazirda tamamlanmis olup bu durum hastaya
zarar verme potansiyel riskini artirabilir. Asagidaki prosediir adimlari gergeklestirilmis
olacaktir.

e Aortotomi gerceklestirilmistir.

e Yiklenmis HS Il Sizdirmazlik Elemani aorta icine yerlestirilmistir.

e Aortta meydana gelen kanama, cerrah tarafindan anastomoz islemi i¢in ¢ok fazla oldugu
degerlendirilmektedir.

Asagidaki potansiyel hasta zararlari meydana gelebilir:

e Cerrahi islemin gecikmesi: asagidaki sekilde meydana gelebilir:

o Yeterli hemostaz saglamak amaciyla yerlestirilmis HS Ill Sizdirmazhk
Elemaninda ayarlama yapilmasina calisiimasi, kusurlu HS Il Sizdirmazhk
Elemaninin gikarilmasi, yeni bir HS Il Sizdirmazlik Elemaninin acilmasi, yedek
HS Il Sizdirmazlik Elemaninin yiklenmesi ve yiiklenen HS Ill Sizdirmazlik
Elemaninin olusturulan aortotomi icine yerlestirilmesi icin gecen ilave
operasyon siiresi (ek midahale olmaksizin prosedir gecikmesi)

o Cerrah, anastomozu tamamlamak icin aort kelepgesi kullanmanin en uygun
oldugunu disinir ¢linkd yerlestirilen HS Il Sizdirmazlik Elemani anastomozu
tamamlamak igin yeterli hemostaz saglamamistir ve yedek HS Il Sizdirmazlik
Elemani mevcut degildir veya cerrahin tercihi, durumun yedek HS IllI
Sizdirmazhk Elemani kullanimina izin vermeyen bir durum oldugunu belirler ve
geleneksel cerrahi teknikle proksimal anastomozu tamamlamak igin aort
kelepgesi kullanilir. (ek midahale ile prosediir gecikmesi)

e Doku hasari: Etkilenen HS Il Sizdirmazhk Elemani'nin kullanimi sirasinda, ayni
aortotomide ikinci bir yiklenmis HS Il Sizdirmazhk Elemani'nin yerlestirilmesi ve/veya
aortotomiyi tamamlamak igin aort kelepgesi kullanimina gegilmesi gerektiginde doku
hasari meydana gelebilir.

e Kanama: HS Il Sizdirmazlik Elemani kullanilarak proksimal anastomoz
gerceklestirilirken yerlestirilen HS Il Sizdirmazlik Elemani ¢evresinde az miktarda kan
kaybi olmasi normaldir ve beklenen bir durumdur. Aort dokusunda hasar meydana
geldiginde, nedeni ne olursa olsun ek midahale gerektiren daha fazla kan kaybi
meydana gelebilir.

e Embolik olay(lar): HS Il Sizdirmazlik Elemaninin yeterli hemostaz saglayamamasinin
giderilmesine bagl olarak aortanin ek manipllasyonu sonucu ortaya ¢ikan embolik
olay(lar).

1 Haziran 2023 ile 22 Temmuz 2025 tarihleri arasinda Getinge asagidaki sikayetleri almistir:
e Yikleme hatasiyla ilgili 274 rapor, sikayet orani %0,386
e Yerlesim hatasiyla ilgili 96 rapor, sikayet orani %0,135
e Yetersiz hemostazla ilgili 30 rapor, sikayet orani %0,042

Onerilen Azaltici Onlemler ve Eylemler

Getinge, yukarida bahsedilen hatalari 6nlemek/en aza indirmek icin asagidaki talimatlari vermektedir.

1. Heartstring Sizdirmazlik Elemani'nin Yiiklenememesi
a. Onemli hatirlatmalar:
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i. Cihazin kullanim talimatina gore HS Il Sizdirmazlik Elemani, Yikleme
Cihazina yuklenip cihazdan gikarilmali, ardindan basarili bir sekilde
ylklendigini dogrulamak icin incelenmeli, gerekirse ayarlanmali ve son
olarak planlanan anastomoz alanindan herhangi bir adventisya
temizlenmeden ve aortotomi olusturulmadan énce kilidi agilmalidir. HS IlI
Sizdirmazhk Elemani'ni yiiklemek ve aortotomi olusturmadan énce
ylklemenin basarili oldugunu dogrulamak, HS Il Sizdirmazlik Elemani'nin
basarih bir sekilde yiiklendigini dogrulayana kadar aort dokunulmadan
kaldigi icin hastalar igin riski en aza indirir.

ii. HS Il Sizdirmazlik Elemani beklendigi gibi yiklenemezse cihaz degistirilmelidir.

b. Bu arizanin olusmasini nasil 6nleyebilir/en aza indirebilirsiniz?
i. Kullanmadan 6nce 6zellikle Heartstring cihazini rutin olarak
kullanmiyorsaniz Heartstring cihazinin kullanim talimatlarini inceleyin.
ii. HS Il Sizdirmazlik Elemanini, cihazin adim adim Kullanim Talimatlarini
(IFU) dikkatlice izleyerek yikleyin.

iii. Kullanim Talimatinin 4.3-4.5 bolimlerine gore HS Il Sizdirmazlik Elemani,
Yerlestirme Cihazina diizgln bir sekilde yerlestirildigini, HS 1l Sizdirmazhk
Elemani Yerlestirme Cihazina yerlestirildikten ve Yukleme Cihazindan
cikarildiktan sonra kontrol ederek teyit edin.

iv. Yukleme Cihazindan gikarildiktan sonra diizgiin bir sekilde incelenmeyen
bir HS lll Sizdirmazlk Elemani, HS lll Sizdirmazlik Elemani Yerlestirme islemi
sirasinda arizalanabilir ve hastaya zarar verebilir. (Yerlestirme Arizasi ile
ilgili bilgilere bakin).

v. Aort ylizeyinin adventisya kismini temizlemeden ve aortotomi
olusturmadan dnce HS Il Sizdirmazlk Elemaninin yiiklenmesini
tam olarak tamamlayin.

c. HS Il Sizdirmazlik Elemani yiklenmezse alinacak 6nlemler.
i. Arizali HS lll Sizdirmazlik Elemanini atin.

ii. Arizah bir cihazi degistirmek icin her zaman ikinci bir HS 11l Sizdirmazhk
Elemani bulundurun. Basaril bir yiikleme igin cihazin kullanim kilavuzuna
bakin.

2. Heartstring lll Sizdirmazlik Elemaninin aortotomiye yerlestirilememesi
a. Onemli hatirlatmalar:

i. HS Il Sizdirmazlik Elemaninin yukaridaki bélimde agiklanan sekilde
Yerlestirme Cihazina dogru sekilde yerlestirildiginden emin olun.

ii. Ylkleme Cihazindan yiklenmis HS lll Sizdirmazlk Elemani ¢ikarildiktan
sonra, asagidakilerin dogrulanmasi amaciyla Kullanim Talimatlari (IFU)
B6lim 4.3-4.5 uyarinca yUklenmis HS 1l Sizdirmazlik Elemanini
inceleyiniz:

1. Yiklenen HS Il Sizdirmazlk Elemani ¢atlak olmamalidir.

2. Yerlestirme Cihazi Tlpine yerlestiriimeyen HS Il Sizdirmazhik
Elemani kismi, Yerlestirme Cihazi Tlpinin ¢apindan daha
genis olmamalidir.

3. Gergi Yayi uglari, Sizdirmazlik Elemani aortotomide
yerlestirilirken yiklenen HS lll Sizdirmazlk Elemaninin her iki
proksimal kenarina temas edecek sekilde hizalanmalidir.

271 OT# 1336551



GETINGE 3¢

b. Bu arizanin olusmasini 6nlemek/en aza indirmek igin:

i. HS Il Sizdirmazhk Elemaninin basaril bir sekilde yiklendigi ve aortotomi
olusturuldugu dogrulandiktan sonra cihazin kullanim talimatlarinda
belirtilen HS 1l Sizdirmazlik Elemani yerlestirme adimlarini dikkatlice
izleyerek yliklenen HS Il Sizdirmazlik Elemanini aortotominin igine
yerlestirin.

ii. HS I Sizdirmazlk Elemani istenen sekilde yerlestirilemezse cihaz
degistirilmelidir.

c. HS Il Sizdirmazlik Elemani aorta icine basariyla yerlestirilemezse alinacak 6nlemler.

i. Kanamayi kontrol etmek icin aortotomi bélgesini isaret parmaginizla kapatin.

ii. Ikinci bir HS Ill Sizdirmazlik Elemani agin. Cihazin kullanim talimatina gére
HS Il Sizdirmazlik Elemanini yikleyin. Yiklenen HS Il Sizdirmazlik
Elemanini aortotomiye yerlestirin ve kullanim talimatini izleyerek
anastomozu tamamlayin.

iii. ikinci HS Ill Sizdirmazlik Elemaninin aortotomiye yerlestirilmesi basaril
olmazsa veya cerrahin tercihi, durumun yedek HS Il Sizdirmazlik Elemani
kullanimina izin vermedigine karar verirse aortotomiye kismi okliizyon
kiskag yerlestirin, aortotomiyi izole edin ve geleneksel cerrahi teknikle
anastomozu gergeklestirin.

3. Yerlestirilen Heartstring lll Sizdirmazlik Elemaninin yeterli hemostaz saglamamasi:
a. Buariza durumunun olusmasini dnlemek/en aza indirmek icin:

i. Aort adventisya temizlenmeden ve aortotomi olusturulmadan dnce HS IlI
Sizdirmazlik Elemaninin Yerlestirme Cihazina basariyla yerlestirildigini
dogrulamak icin her zaman HS Ill Sizdirmazlik Elemanini yiikleyin ve
dikkatlice inceleyin. (Yukaridaki 6nemli hatirlatmalara bakin.)

ii. ince duvarl aortu olan hastalarda Heartstring Proximal Seal System'i
kullanmayin.

iii. Birden fazla anastomoz gergeklestirirken hemostazi saglamak igin tiim
anastomoz bolgelerinin birbirinden en az 1,5 cm uzaklikta olmasini
saglayin.

iv. HS Il Sizdirmazlik Elemani yerlestirmeden dnce sollisyona batirmayin.

b. HS Il Sizdirmazhk Elemani agilmadiginda/yerlestirildikten sonra yeterli
hemostaz saglamadiginda alinacak 6nlemler.

i. Aortotomiyi isaret parmaginizla kapatin ve HS IIl Sizdirmazlik Elemaninin
tamamen yerlestirildiginden emin olmak icin Gergi Yayini nazikce
ayarlayin.

ii. Yeterli hemostaz saglanamadigl durumlarda:

1. Cihazin kullanim talimatina gore yerlestirilen HS 11l Sizdirmazhk
Elemanini aortotomiden cikarin.

2. ikinci bir HS lll Sizdirmazlik Elemani yiikleyin ve yiiklenen
Sizdirmazhk Elemanini cihaz kullanim talimatina gore
aortotomide yerlestirin ve anastomozu tamamlayin.

3. ikinci HS Ill Sizdirmazlik Elemani basarili olmazsa veya cerrahin
tercihi, durumun yedek HS Il Sizdirmazlik Elemani kullanimina
izin vermedigine karar verirse aortotomiye izole ederek aort
Gzerine kismi okllizyon kiskaci yerlestirin ve geleneksel cerrahi
teknikle anastomozu gercgeklestirin.
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Miisteri Eylemleri
Getinge, asagidaki islemleri gerceklestirmenizi rica eder:

1. Bu bildirimin, kurulusunuzda veya etkilenen cihazlarin transfer edildigi herhangi bir
kurulusta bildirim gerektiren tiim kisilere iletildiginden emin olun.

Ek Bilgi

Getinge bu bilgileri ilgili diizenleyici kurumlara iletmektedir.

Bu durumun neden olabilecegi rahatsizliktan dolayi 6ziir dileriz. Hasta glivenligine bliyik 6nem
veriyoruz ve bu konuya gosterdiginiz ilgi icin tesekkiir ederiz. Bu bildirimle ilgili herhangi bir
sorunuz olmasi halinde, litfen Getinge temsilcinizle veya Pazartesi-Cuma glnleri arasinda
08:00-17:00 saatleri (Pasifik Saat Dilimi) icinde 1-888-880-2874 numarali telefondan Getinge
Miusteri Hizmetleri ile iletisime geciniz.

Saygilarimizla,

Francisco Vicenty
Gegici Kalite ve Mevzuata Uyum Direktori
Getinge, Kardiyovaskiiler Cerrahi
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Thailand (en)

August 2025
Field Safety Notice
Heartstring 1l Proximal Seal System
Reference Number: 1336551
Model Number uUDI Model Name Serial/Lot Numbers

HS-3045 HSK-3038 00607567700307
HSK-3043 00607567700314 Heartstring Il Proximal Seal System All Unexpired Lots

00607567700321
Distribution Dates: July 1, 2024 - Present
Manufacturing Dates: March 7, 2024 - Present

Dear Risk Manager,

The purpose of this letter is to advise you that Maquet Cardiovascular, a subsidiary of Getinge, is
issuing an Urgent Medical Device Correction for the Heartstring Il Proximal Seal System (HS Il
Seal). Our records indicate that you have received one or more of the affected devices that are
affected by this notification.

Issue Description

Three primary failure modes have been identified.

1.

Failure of the Heartstring Seal to Load: This failure applies to any malfunction of the
device that occurs during the four-step loading process using the Heartstring Loading
Device, the visual inspection of a successfully loaded HS Il Seal, and unlocking the
Delivery Device upon successful completion of the HS Ill Seal loading steps.

Failure of the Heartstring Seal to Deploy into the aortotomy: This failure applies to any
malfunction of the HS Il Seal and/or Delivery Device from the time the Delivery Device is
successfully unlocked to once complete delivery of the HS Il Seal into the aortotomy and
all contents of the Proximal Seal (the Tether, Tension Spring, Seal Stem, Anchor Tab) have
exited the Delivery Device.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: This failure
applies to any malfunction of a successfully deployed HS Ill Seal that does not adequately
control bleeding at the anastomotic to allow the surgeon to perform suturing of the
anastomosis, despite gentle adjustment of the Tension Spring after Seal deployment
and/or the use of a blower mister, suction, or saline syringe to clear the anastomotic site.
This failure includes customer identification of a defective or damaged HS Il Seal
following successful deployment of the HS Ill Seal into the aorta that results/or may result
in inadequate hemostasis that prevents the surgeon to complete the anastomosis
without removing the defective HS Ill Seal.

Root cause investigation is ongoing at this time.
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Risks to Health

1. Failure to Load: When used in accordance with the device Instructions for Use (IFU), a HS llI
Seal that fails to load does not pose a direct risk to the patient. However, this failure may
lead to a delay in the surgical procedure. This delay can range from a few minutes to
retrieve and load a new Seal, to a potential conversion from using the HS Ill Seal to
perform the proximal anastomosis to employing an aortic clamp to complete the
procedure.

2. Failure to Deploy: When the loaded HS Il Seal fails to deploy from the Delivery Device,
the following procedural steps have already been performed and may contribute to the
potential risk of patient harm. If the loaded HS Ill Seal fails to deploy from the Delivery
Device, several procedural steps will have already been completed which may increase the
potential risk of patient harm.

e The aortotomy has been created.

e The distal end of the Delivery Device Tube has been inserted through the aortotomy.

e The Plunger of the Delivery Device has been depressed, or an attempt has been made to
depress it.

e Theloaded HS Il Seal has not successfully deployed from the distal end of the Delivery
Device Tube.

e  When the Delivery Device is removed from the aortotomy the HS Il Seal will not be
deployed and bleeding from the aortotomy will need to be controlled by placing a
finger over the aortotomy.

The following potential patient harms may occur:

e Surgical procedure delay: to remove the non-deployed HS Ill Seal, open a new HS llI
Proximal Seal, load the Seal into the Delivery Device, and deliver the loaded HS Ill Seal
into the created aortotomy (delay without additional intervention) vs. the decision to
use an aortic clamp to complete the anastomosis because the loaded Seal failed to
deploy (delay with an additional intervention)

e Tissue damage: may occur as a result of deploying a loaded HS Il Seal that is flared at
the tip. A flared tip will have a diameter that is larger than the distal Delivery Device
Tube. Deploying a loaded Seal that has a flared tip can cause aortotomy tissue damage
and if greater force is used to deploy the affected Seal there is a potential risk of
backwalling the aorta during insertion. Tissue damage may also occur during removal
of the Delivery Device from the aortotomy, deploying a second loaded HS Il Seal into
the same aortotomy, and/or needing to convert to use of an aortic clamp to complete
the aortotomy.

e Bleeding: minimal blood loss may occur when removing the Delivery Device from the
aortotomy, controlling the bleeding from the aortotomy manually, and delivering a
replacement HS Ill Seal. Greater blood loss, requiring additional intervention, may
occur if tissue damage occurs.

e Embolic event resulting from additional manipulation of the aorta to address the HS llI
Seal loading failure.

3. Failure of the deployed Heartstring Seal to provide adequate hemostasis: When a
deployed HS Il Seal fails to provide adequate hemostasis for the surgeon to complete the
proximal anastomosis, several steps of the HS Ill Seal System use have already been
completed and may increase the potential risk of patient harm. The following procedural
steps will have taken place.
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e The aortotomy has been created.
e Theloaded HS Il Seal has been deployed into the aorta.
e Bleeding from the aorta is deemed by the surgeon too great to perform the anastomosis.

The following potential patient harms may occur:

e Surgical procedure delay: may occur as follows:

o Additional operative time taken to attempt to make Seal adjustments to
improve hemostasis by the delivered HS IIl Seal, remove the defective HS llI
Seal, open a new HS lll Seal, load the replacement HS Il Seal, and deliver the
loaded HS Il Seal into the created aortotomy (procedure delay without
additional intervention)

o Surgeon deems it most appropriate to use an aortic clamp to complete the
anastomosis because the deployed HS Il Seal failed to provide adequate
hemostasis to complete the anastomosis and a replacement HS Il Seal is not
available or surgeon preference determines the situation does not allow for
use of a replacement HS lll Seal and an aortic clamp is use to complete the
proximal anastomosis per traditional surgical technique. (procedure delay with
an additional intervention)

e Tissue damage: Tissue damage may occur during manipulation of the affected HS llI
Seal, during Seal deployment of a second loaded HS Il Seal into the same aortotomy,
and/or needing to convert to use of an aortic clamp to complete the aortotomy.

e Bleeding: A small amount of blood loss around the deployed HS Il Seal is normal and
expected while performing the proximal anastomosis using a HS Ill Seal. Greater blood
loss requiring additional intervention may occur when aortic tissue damage occurs,
regardless of the cause.

e Embolic event(s): resulting from additional manipulation of the aorta secondary to
addressing the HS Il Seal failure to provide adequate hemostasis.

Between June 1, 2023, and July 22, 2025, Getinge received the following complaints:
e 274 reports related to failure to load, representing a complaint rate of 0.386%
e 96 reports related to failure to deploy, representing a complaint rate of 0.135%
e 30reports related to inadequate hemostasis, representing a complaint rate of 0.042%

Recommended Mitigations and Actions

Getinge is providing the following instructions to avoid/minimize the failures discussed above.

1. Failure of the Heartstring Seal to Load
a. Important reminders:

i.  Perthe device IFU, the HS Ill Seal is intended to be loaded and removed from

the Loading Device, then inspected and adjusted if necessary to confirm
successful loading and finally unlocked prior to clearing any adventitia from
the planned anastomotic area and creating the aortotomy. Loading the HS IlI
Seal and confirming successful loading prior to creating the aortotomy
minimizes risk to patients because the aorta remains untouched until
confirming successful loading of the HS Il Seal.

ii. If the HS Il Seal fails to load as intended, the device should be replaced.

b. How to avoid/minimize occurrence of this failure
i. Review the Heartstring device IFU prior to use, especially if Heartstring is not used
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on a routine basis.

ii. Load the HS Il Seal by carefully following the device step-by-step Instructions for
Use (IFU).

iii. Per Section 4.3-4.5 of the IFU, confirm the HS Ill Seal has been properly loaded
into the Delivery Device by inspecting the loaded HS Il Seal once the HS Ill Seal has
been loaded into the Delivery Device and has been removed from the Loading
Device.

iv. A HS Il Seal that is not properly inspected after removal from the Loading Device
may fail during HS Ill Seal Deployment and cause patient harm. (see information
relating to Failure to Deploy).

v. Complete successful loading of the HS Il Seal prior to cleaning the aortic surface
adventitia and creating the aortotomy.

c. Action to be taken if the HS Ill Seal fails to load.
i. Discard the failed HS Ill Seal.
ii. Always have a second HS Ill Seal available to replace a failed device. Refer to the
device IFU to ensure successful loading.
2. Failure of the Heartstring lll Seal to Deploy into the aortotomy
a. Important reminders:
i. Ensure the HS Il Seal has been properly loaded into the Delivery Device as
described in the section above.

ii. After removing the loaded HS Ill Seal from the Loading Device, inspect the
loaded HS Il Seal, according to IFU Sections 4.3-4.5, to confirm the
following:

1. The loaded HS lll Seal is not cracked.

2. The portion of the HS Ill Seal that is not loaded into the Delivery Device
Tube does not flare wider than the Delivery Device Tube diameter.

3. The Tension Spring ends are aligned such that they will contact both
proximal edges of the loaded HS Ill Seal during Seal delivery into the
aortotomy.

b. How to avoid/minimize the occurrence of this failure:

i. After confirmation of successful HS Ill Seal loading and creation of the aortotomy,
deploy the loaded HS Il Seal into the aortotomy by carefully following the steps
for HS Il Seal deployment documented in the device IFU.

ii. If the HS Il Seal fails to deploy as intended, the device should be replaced.

c. Action to be taken if the HS Ill Seal fails to successfully deploy into the aorta.

i. Occlude the aortotomy to control bleeding using an index finger.

ii. Open asecond HS Il Seal. Load the HS Il Seal per the device IFU. Deliver the
loaded HS Il Seal into the aortotomy and follow the IFU to complete the
anastomosis.

iii. If delivery of the second HS Ill Seal into the aortotomy is not successful, or surgeon
preference determines the situation does not allow for use of a replacement HS Il
Seal, place a partial occlusion clamp on the aorta, isolating the aortotomy, and
perform the anastomosis per traditional surgical technique.

3. Failure of the deployed Heartstring Il Seal to provide adequate hemostasis:
a. How to avoid/minimize occurrence of this failure mode:

i. Always load and carefully inspect the loaded HS Il Seal to confirm successful

loading of the HS Il Seal into the Delivery Device prior to clearing any aorta

277 OT# 1336551



GETINGE 3¢

adventitia and creating the aortotomy. (See important reminders directly above.)
ii. Do not use the Heartstring Proximal Seal System in patients with a thin-walled
aorta.
iii. When performing multiple anastomosis, ensure all anastomotic sites are at least
1.5 cm apart to ensure hemostasis.
iv. Do not soak the HS Ill Seal in solution prior to deployment.
b. Action to be taken if the HS Ill Seal does not open/provide adequate hemostasis post Seal
deployment.
i. Cover the aortotomy with an index finger and gently adjust the Tension Spring to
ensure the HS Il Seal has been fully deployed.
ii. If lack of adequate hemostasis persists:
1. Remove the deployed HS Il Seal from the aortotomy per device IFU.
2. Load asecond HS Ill Seal and deploy the loaded Seal into the aortotomy
per device IFU and complete the anastomosis.
3. If the second HS lll Seal is not successful or surgeon preference
determines the situation does not allow for use of a replacement HS Il
Seal, place a partial occlusion clamp on the aorta, isolating the aortotomy,
and perform the anastomosis per traditional surgical technique.

Customer Actions
Getinge requests that you take the following actions:

1. Please ensure this message is forwarded to any individuals that need notification within
your organization or any organization where the affected devices have been transferred.

Additional Information

Getinge is communicating this information to the appropriate regulatory agencies.
We regret any inconvenience this may cause. We are committed to patient safety and
appreciate your prompt attention to this matter. If you have any questions regarding this

communication, please contact your Getinge representative or Getinge Customer Service.

Sincerely,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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Ukraine (uk)

CepneHb 2025 poky

KoHcynbTaTMBHE NoBigoMAEHHSA
Cuctemu 6n10KyBaHHA Npu aHacTomosi apTepii Heartstring Il Proximal

Seal System
DosigkoBuit Homep: 1336551
Homep Mogeni enl HasBa mogeni CepiitHuit Homep/Homep
naprii
HS-3045 HSK- 00607567700307
3038 HSK - 00607567700314 Cvctema 610KyBaHHA Npu YCi npoayKTH, Wo matoTb
3043 00607567700321 aHaC:I'OMO3I aptepii Heartstring llI DINHUI TepMiH
Proximal Seal System
Posnosclog)XeHHAa [laTtu: Jlunenb 1, 2024 pik — AOHWHI
Bupo6Huureo flatu: bepeseHb 7, 2024 piK - AOHUHI

LLlaHoBHWI KnieHTe,

MeTa uporo smcta — nosigomuTn Bac, wo Maquet Cardiovascular, godipHsa KomnaHis
Getinge, Buagae TepmiHoBe KOHCy/IbTaTUBHE NOBiAOMIEHHS, Woao Cuctemun 610KyBaHHA Npu
aHacTomosi apTepii Heartstring lll Proximal Seal System ( HS Ill Seal). Haw 3anucu BKasyloTb Ha Te,
LLLO BX OTPUMA/IM OLAMH ab0 AeKiNbKa NPUCTPOIB, Ha AKI NOLIMPHOETLCA Le KOHCYbTaTUBHE
NOBiAOM/NEHHSA.

Onuc npobaemu

byno iHaedikoBaHO TPM NEPBUHHI peXMMM HeBAaui.

1.
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HeBpa4ya npu 3aBaHTaxkeHi Heartstring Seal : Lla HecnpaBHicTb cTocyeTbca Oyab-aKoi
HecnpaBHOCTI MPUCTPOLO, LLO BMHMKAE Mif Yac YOTUPUETANHOro NPoLecy 3aBaHTaXKeHHA
32 [JONOMOroK MNPUCTPOD 3aBaHTa*KeHHA Heartstring, Bi3yasbHOro ornsgy ycniwHo
3aBaHTaXkeHoi naombu HS Il Ta po36aoKyBaHHA MPUCTPOLO AOCTaBKM NicAA yCRiWHOro
3aBepLUeHHs eTaniB 3aBaHTaXKeHHA naombéu HS 111

HeBpauya npu po3kputti Heartstring Seal B aopToTtomiio: Lia HecnpaBHICTb CTOCYETbCA
6yAb-AKOI HecnpasHOCTI yuiinbHioBaYa HS Il Ta/abo npuCTpoto AOCTaBKM 3 MOMEHTY
YCMilWHOro po36/10KyBaHHA MNPUCTPOID [OCTaBKM [0 MOMEHTY TOBHOIO BBEAEHHSA
yuwinoHtioBavya HS Il B aopToTOMItO, KON BECb BMICT MPOKCUMMANBHOIO YLLiNbHIOBAYa
(TPOCKK, NpyKMHA HaTArY, WTOK YLLiNbHIOBAYa, aHKEPHUIA BUCTYN) BUMLIOB 3 NMPUCTPOLO
[OO0CTaBKM.

HespaaTtHicTb po3ropHyToro yuwinbHioBauya Heartstring 3a6e3neunTn HanexHuit
remocrtas: s HecnpaBHicTb CTOCYETbCA OyAb-AKOT HECNPABHOCTI YCMilHO PO3ropHYTOro
yuwinbHoBada HS lll, akuii He 3abe3nevye HafeXHOI 3yNMUHKM KpOBOTeYi B aHAacCTOMO3I,
Wwob Xipypr Mir BMKOHATM YLIMBAHHA aHACTOMO3Y, He3BaXatoum Ha obeperkHe
perytoBaHHA NPYXWHM HATArY NiCAa PO3ropTaHHA ylifbHIOBaYa Ta/abo BMKOPMCTaHHA
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po3nuatoBaya, BiACMOKTyBaya abo wnpuua 3 $i3ioNnoriyHMM pPoO3YMHOM AAA OYULLLEHHSA
MmicuAa aHactomosy. Lis HecnpaBHiCTb BK/OYAE BUABNEHHA KaieEHTOM aedekTHoro abo
NOLWKOAXeHOoro yuwinbHiosayva HS Il nicha ycniwHoOro posroptaHHA yuwinoHiosayva HS 1l B
aopTy, WO npu3BoaAUTb/abO MOXKe NpU3BEeCTM [0 HeLOCTaTHbOro remocTasy, Lo
nepeLwwKoAKAE Xipypry 3aBepLIMTi aHAacTOMO3 6e3 BuAaneHHs AePEKTHOrO yLLibHIOBaYa
HS III.

Pu3unku no 3n0pos's

1. HeBaaua npu 3aBaHTa)KeHi : 3a yMOBM BMKOPMCTAHHA BiAMNOBIAHO A0 iHCTPYKLUIM i3
3actocyBaHHA npuctpoto (IFU), ywinbHioBay HS Ill, AKWIA He 3aBaHTaKYETbCA, HE CTAHOBUTL
npAmoi Hebesnekn AnA nauieHTa. OgHaK U He34aTHICTb MOXKe NMPU3BECTU A0 3aTPUMKM
XipypriyHoi npoueaypu. LA 3aTpMmKa MOXKe KOAMBATUCA Bif, KiZIbKOX XBUAWH AN
BW/IYYEHHA Ta 3aBaHTAXEHHA HOBOIO YLUiNbHIOBAaYa A0 MOTEHUIMHOrO nepexoay BiA,
BUKOPUCTAHHA yuinbHoBa4a HS Il gna BMKOHAHHA MPOKCMMANbHOrO aHacToMo3y A0
BMUKOPUCTAHHA aOPTaNIbHONO 3aTUCKaYa A4J1A 3aBepLUEeHHA nNpoLeaypu.

2. Hespaua npu po3KputTi Heartstring Seal B aopToromito: AKuwio 3apaarkeHa niomba HS Il
He PO3ropTaAETLCA 3 NPUCTPOIO AOCTAaBKM, HACTYMHI NpoueaypPHi KPOKM BXKe BUKOHAHO, i e
MOXe MPU3BECTU A0 MNOTEHLIMHOrO PU3MKY TpaBMyBaHHA NalieHTa. AKWO 3apAgkeHa
naomba HS Il He po3ropTaeTbca 3 MNPUCTPOID AOCTABKKU, LE O3HAYaE, WO Ki/bKa
NpoUEeAYPHUX KPOKIB BMKE BWKOHAHO, WO MOXe 36ilblunTM MOTEeHUIAHUIA pU3KK
TpaBMyBaHHA MNaLlieHTa. ® AOPTOTOMIIO CTBOPEHO. ® [INCTaNbHUM KiHeLb TPYOKM NpUCTpoto
OOCTaBKMN BBEAEHO Yepe3 aopToTOMIto. @ oplleHb NPUCTPOLD AO0CTaBKM HATUCHYTO abo
6ys10 3pob6aeHO cnpoby Moro HaTUCHYTK. ® 3aBaHTaxkeHa naomba HS Il He po3ropHynacs
YCRiWHO 3 AMCTaNbHOrO KiHUA TPYOKM NPUCTPOLO J0CTaBKK. ¢ icna BuaaneHHA NpucTpoto
[0CTaBKM 3 aopToTomii nnomba HS Il He po3ropHeTbCs, | KPOBOTEYY 3 a0PTOTOMIT NOTPiIBHO
6yae 3ynuHUTK, MOMICTMBLUM Naseub Ha a0PTOTOMIlO.

MNoTeHuiiHa WKoaa oNa nauieHTiB:

e 3aTpumKa XipypriyHoi npoueaypu : BUAAANTU Hepo3ropHyTy naomby HS llI, Biakputm
HOBY MPOKCMManbHy naomby HS Ill, 3aBaHTaXKMTKU NaoMby B NPUCTPIA OOCTaBKM Ta
[OCTaBUTU 3aBaHTa)keHy naomby HS Il y cTtBopeHy aopToTomito (3aTpumKka 6es
[OAATKOBOIO BTPYYAHHA) MOPIBHAHO 3 pillEHHAM BMKOPUCTOBYBATM aoPTa/bHUI
3aTUCKay [A4/1A 3aBeplleHHA aHAacTOMO3Yy, OCKi/IbKM 3aBaHTaXKeHa njaomba He
PO3ropHynacs (3aTpMMKa 3 404ATKOBUM BTPYYAHHAM)

e [lowKoAXeHHA TKaHUH : MOXe BUHUKHYTU B pe3yabTaTi PO3ropTaHHA 3aBaHTaXXeHoro
ywinbHoBaya HS Il 3 po3wmpeHnm KiHUMKom. PO3LWIMPEHUI KiIHUMK MaTUMeE AiaMeTp,
6inbWKM 33  AiameTp AMCTanbHOI TPYOKM NPUCTPOI0  [0CTAaBKM. Po3ropTaHHA
3aBAHTA)KEHOMO  YLULI/IbHIOBAYa 3  PO3WMPEHMM  KiHYMKOM  MOXKE  CMPUYUHUTU
NOLUKOAMXKEHHA TKaHUH A0PTH, | AKLLO ANA PO3ropTaHHA MOLIKOAMXKEHOrO YLLiNbHIOBaYa
3acTocyBaTh bifblly CUAY, iICHYE NOTEHLIMHNI PU3MK YTBOPEHHSA 3a4HbOI CTIHKM aopTh
nig, vyac BBeaeHHA. MoWKoAKEHHA TKAHUH TaKOX MOXKe BUHWKHYTK NiJ, Yac BUOANEHHSA
NPUCTPOIO  AOCTaBKM 3  aOPTOTOMIi, pPO3ropTaHHA APYroro 3aBaHTAXEHOoro
yuwiinbHioBaya HS Il y Ty camy aoprtotomito Ta/abo HeobxigaHOCTi nepexoay Ha
BMKOPUCTAHHA aOPTa/IbHOrO 3aTMCKaya 1A 3aBepLUeHHA a0PTOTOMiIl.

o KpoBoteya: MiHimanbHa KpOBOBTpPATa MOXe BWHWKHYTM Mig 4Yac BWUAANEHHA
NPUCTPOID AO0CTaBKM 3 aOPTOTOMIi, PYyYHOI 3YyNMHKM KpPOBOTEYi 3 aopToTOMIii Ta
BCTAHOBJIEHHA 3aMiHM yuinbHoBaYa HS Ill. binbwa KpoBoBTpaTa, WO NOTpebye
00aTKOBOrO BTPYYaHHSA, MOXKe BUHUKHYTU, AKLLO CTAHETbCA NOLIKOAMKEHHA TKAHUH.
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e Emb6oniyHa nogia , B pe3ynbTaTi AOAATKOBMX MAHINyAALINM 3 aOpTO0 ANA YCYHEHHS
HeCnpaBHOCTI HaBaHTaXKeHHA ywinbHeHHA HS III.

3. HespgaTHicTb po3ropHyToro yuwinbHioBaua Heartstring 3a6e3neunTtu HanexxHuii remocras:
AKWoO po3sropHyTe yuwinbHeHHs HS Il He 3abe3neyye HanexXHOro remocrtasy gsa xipypra,
wob 3aBepwWKUTU NPOKCMMANbHUIA aHACTOMO3, Lie O3Haya€, WO KinbKa eTanis

BUKOPUCTAHHA cucTeMu yulinbHeHb HS [l B)Xe BWKOHAHO, WO MOXe 36inblnTK
NOTEHLIMHNIA PU3UK MOLIKOAMKEHHA NauieHTa. HacTynHi npoueaypHi KPoKM matoTb 6yTu
BWUKOHaHi.

e AopToTOMIA CTBOPEHA.
e 3aBaHTa)keHe yuwinbHeHHsA HS Il po3ropHyTo B aopTy.

° Xipypr BBa*a€ KpoOBOTEYY 3 a0OPTU 3aHaATO BE/IMKOKO ANA BUKOHAHHA aHAaCTOMO3Y.

MoTeHuiMHa WKoAa ANA NALEHTIB:

e 3artpumKa XipypriyHoOi npoueaypu: MOMKe BWHUKHYTM B TaKMX BMMNAgKax: o
JoaaTKoBMI Yac nif Yyac onepadii, BUTPaYeHUn Ha cnpoby KopuryBaHHA yLibHEHHS
ONA NOKPALLEHHA remocTasy 3a 40MNOMOrot HagaHoro ywinbHeHHa HS I, BnaaneHHA
AedpeKkTHoro yuinbHeHHA HS 1, BiakputTa HoBOro yuwinbHeHHA HS Ill, BcTaHOBNEHHA
3anacHoro yuwinbHeHHA HS Il Ta BCTaHOBAEHHA 3aBaHTa)KeHOro yuwiinbHeHHA HS Il y
CTBOPEHY a0PTOTOMItO (3aTPUMKa NpoLeaypy 6e3 f,0AaTKOBOrO BTPYYaHHS)

0 Xipypr BBarKa€e 3a HalbiNbW AOLi/IbHE BUKOPUCTOBYBATM a0OPTa/IbHUIN 3aTUCKaY g
3aBepLUEeHHs aHaCTOMO3Y, OCKi/IbKM PO3ropHyTe yulinbHeHHA HS Il He 3abe3neuyunno
HaNEeXHOro remoctasy ANA 3aBeplleHHA aHAacTOMO3Yy, a 3anacHe yuwinbHeHHA HS I
HeZoCTynHe, abo Xipypr, Ha AYMKY, HE MOYKe BMKOPUCTOBYBATM 3anacHe YLLiIbHEHHS
HS Ill, i pnAa 3aBeplweHHA MPOKCMMAnAbHOrO aHAaCTOMO3y BWKOPUCTOBYETLCA
Q0pTaNbHMI 3aTUCKAY 3a TPAAMLINHOK XipypriYHOO TEXHIKOD. (3aTPUMKa npoueaypu
3 404ATKOBMM BTPYYAHHAM)

e T[IOWKOAXEHHA TKAaHUMHU : [lOWKOAKEHHA TKAHWH MOXe BWHUKHYTM nig 4ac
MaHINyaauin 3 yparkeHum yuinoHioBadem HS 1, nig yac posropTaHHA yLinbHOBaYa
[APYroro 3aBaHTa)eHoro yuiinbHioBada HS Il y Ty camy aopTtotomito Ta/abo npu
HeobXigHOCTI nepexoay Ha BMKOPWUCTAHHS aopTasibHOrO 3aTUCKAya AN 3aBepLleHHA
A0PTOTOMII.

e KposoTeuya: HeBenrKka KpoOBOBTpPATAa HABKOJIO PO3ropHyTOro yulinbHioBaya HS Il €
HOPMa/IbHOKO Ta OYiKYBAHOK Nig, YaC BMKOHAHHA MPOKCMMANbHOrO aHacTOMO3y 3
BMKOPUCTaHHAM yuinbHoBava HS Ill. Binbla KpoBoOBTpaTa, Wo noTpebye A04AaTKOBOMO
BTPYYAHHA, MOXE BWHUKHYTM MPU MOLIKOAMKEHHI TKAHWHW QOPTW, HEe3asIeXKHO Bif,
NPUYMHN.

e Em6oniyHa nogia(i): BHACNiLAOK [O4ATKOBMX MAHIMNyAALUiM 3 aopToto, LLO CTa/uCA
BHAC/MIAOK YCYHEHHS HEBAA/NOro 3aBeplleHHA yulinbHeHHs HS Il ana 3abesnedyeHHA
afleKBaTHOro remocrasy.

Mix 1 yepBHAa 2023 poKy Ta 22 amnHA 2025 poKy KomnaHia Getinge oTprmana Taki ckapru: e 274
NoBiflOMNEHHS, NOB'A3aHI 3 HE34aTHICTIO 3apPAANTH, Lo cTaHOBUTbL 0,386% cKapr ® 96 NoBiAOMNEHD,
NoB'A3aHUX 3 HE34ATHICTIO PO3ropHYTH, WO cTaHOBUTL 0,135% cKapr ¢ 30 NoBiAOM/IEHb, NOB'A3aHUX 3
HeAOCTaTHIM reMocTasom, Wwo cTaHoBUTb 0,042% cKkapr

PekomeHA0BaHi Aii AnA nomM'AKLWEHHA HacniaKis

KomnaHia Getinge Hagae HacTynHi iHCTPYKLIi, W06 YHUKHYTU/MiHIMI3yBaTV BULLE3ragaHi HeBaaui.
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1. HemoXXnuBicTb 3aBaHTa)XKeHHA yuwinbHeHHA Heartstring Seal

a. Baxknumei HaragysaHHA:
i. 3rigHO 3 IHCTPYKUiEID 3 BMKOPUCTAHHA NPUCTPOtO, yuwinbHioBay HS Il npusHayeHuin gns
3aBaHTa)XeHHA Ta BMAANIEHHA i3 3aBaHTaXKyBa/JIbHOroO MPUCTPOIO, @ NOTIM A/1A NepeBipKU Ta, 3a
HeobxigHoCTi, AnA niaTBEpAKEHHA YCMIWHOrO 3aBaHTaXKeHHA, i OCTAaTOYHOro Po36/10KyBaHHA
nepes BuAaNeHHAM Oyab-aKoi agBeHTMUii i3 3annaHoBaHOi ob6nacti aHactomo3sy Ta
CTBOPEHHAM aOPTOTOMII. 3aBaHTaXKeHHA yuwinbHioBaYa HS Il Ta nigTBEpArKEHHA YCMiWHOro
3aBaHTAXKEHHA nepes, CTBOPEHHAM aOpPTOTOMIi MiHIMI3YE PU3MK ONA NALLIEHTIB, OCKINbKKU aopTa
3a/IMWIAETLCA HEAOTOPKAHO A0 MiATBEPAMKEHHA YCMILWHOrO 3aBaHTAaXKEHHA yuinbHIOBaYa HS
M.
ii. AKWoO ywinbHoBay HS [l He 3aBaHTAXKYETLCA HANEKHUM YNHOM, NPUCTPIN CAig 3aMiHUTH.
b. K yHUKHYTU/MiHIMi3yBaTW BUHUKHEHHSA L€l HecnpaBHOCTI

i. Nepen, BUKOPUCTAHHAM NepernAHbTe IHCTPYKLIiIO 3 BUKOPUCTAHHA npucTpoto Heartstring,

0c061BO AKLWO Heartstring He BUKOPUCTOBYETLCA PEFYNAPHO.

ii. BctaHoBiTb nnomby HS lll, peTenbHO AOTPUMYHOUYMCb MOKPOKOBUX iIHCTPYKLM i3 3aCTOCYBaHHA

npuctpoto (IFU).

iii. BignosigHo Ao po3ainis 4.3-4.5 IHCTpyKLii, nepekoHanTecs, wo naomba HS Il byna HanexHum

YMHOM BCTAHOB/IEHA B NPUCTPIN AOCTAaBKK, OTNSHYBLUM 3aBaHTa*keHy naomby HS Il nicna Toro, Ak

naom6éy HS Il 6yno BcTaHOBNEHO B NPUCTPIN AOCTaBKMU Ta BUMHATO 3 NPUCTPOIO 3aBaHTAXKEHHSA.

iv. YwinbHioBay HS Ill, AKMn He 6yB HaneKHMM UYMHOM MEPEBIPEHMI Micna 3HATTA i3

3aBaHTa)KyBa/IbHOrO NMPUCTPOID, MOXKe BUIATM 3 nagy Nif Yac po3ropTaHHA yuwinbHoBava HS Il Ta

3aBAATU WKOAM MaUieHTY. (amnBe. iHbopMaL,ito LWoa0 HEBAANOTO PO3rOPTaHHS).

v. 3aBepLiTb ycniwHe 3aBaHTAa)KeHHA yuwiinbHoBava HS Il nepen, ounweHHAM afBEHTULLIT NOBEPXHI
Q0PTM Ta CTBOPEHHAM aOPTOTOMI.
c¢. [ii, aki cnig, 8XXUTK, AKWO ywinobHioBay HS Il He 3aBaHTaXKyeTbCA.
i. BUKMHbTE HecnpaBHUit ywinbHioBad HS Il
ii. 3aBkAM maliTe nig pykow apyruit yuinbHiosay HS Il gnAa 3amiHM HecnpaBHOro NPUCTPOIO.
3BepHiTbCA A0 IHCTPYKL,ii 3 eKcnayaTauii npuctpoto, wob 3abe3neunTn ycnilHe 3aBaHTaKeHHS.
2. HemoXnuBicTb PO3ropTaHHA yuinbHoBa4Ya Heartstring 11l B aopToTtomii
a. Baxnwmei HaragyBaHHA:
i. MepekoHanTecs, wWo yuwinbHioBaYy HS |l NpaBuAbHO 3aBaHTa*KEHO B MPUCTPI AOCTaBKM, AK
OMMCaHO y po3Aini BuLLe.
ii. Micna BuAaaneHHA 3aBaHTaXeHoOro yuwinbHioBada HS Il i3 mpucTtpoto poctaBkM nepesipTe
3aBaHTaXKeHMM ywwinbHoead HS Ill BignosigHo 4o posginis 4.3-4.5 IHCTPYKLU,ii 3 BUKOPUCTAHHSA, LWO6
nigTBEepPAUTU HACTYMHE:
1. 3aBaHTaxeHuM ywinbHtoBay HS Il He TpicHys.
2. YactmHa yuwinbHioBaya HS lll, AKa He 3aBaHTa*KeHa B TPYbOKy MPUCTPOIO A0CTaBKU, He
PO3LMPIOETLCA LWMPLLE, HiXK AiameTp TPYOKM NPUCTPOIO AOCTABKMU.
3. KiHLi NpyXWH HaTAry BMPIBHAHI TaKMM YMHOM, LWOO BOHWM KOHTaKTyBa/M 3 060Ma MPOKCUMabHUMMU
Kpaamm 3aBaHTa*KeHoro yuwinobHiosa4va HS Il nig yac 4OCTaBKM yLibHIOBAaYa B aOPTOTOMIlO.
b. AIK YHUKHYTU/MiHIMI3yBaTV BUHUKHEHHSA LLIET NOMMUAKMK:
i. Micna niaTBepAXKeHHA yCNilWHOro 3aBaHTaXeHHA yLwinbHoBa4Ya HS Il Ta cTBOpeHHA aopToTOMIi,
PO3ropHiTb 3aBaHTaXXeHWN ywinbHioBay HS Il B aopToTOMIIO, peTesibHO AOTPUMYHOUNCH KPOKIB ANA
PO3ropTaHHA ywinbHtoBada HS I, onMcaHux B iHCTPYKL,ii 3 BUKOPUCTAHHA NPUCTPOLO.
ii. AKwWo ywinbHtoBay HS lll He po3ropTa€eTbCA HaNEXHUM YUNHOM, NPUCTPIN CAig, 3aMiHUTH.
c¢. [ii, aKi cnig, 8XX1TK, AKWO yuwiinbHiosay HS IIl He po3ropTa€eTbca ycniwHO B a0pTi.
i. 3aKpMiTe aOpPTOTOMIlO, LLOD 3yNUHUTK KPOBOTEYY, 32 AONOMOTOH BKA3iBHOro NasbLA.
ii. Biokpuitte apyrnii ywinoHtoay HS Ill. BctaHoBiTh yuwinbHioBaY HS Ill BignoBiaHo 40 iHCTpyKU,ii 3
BMKOPUCTAaHHA NpUCTpoto. BBeaiTb 3aBaHTaxeHWi yuwinbHioBady HS Il B aopToTomito Ta
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[OTPUMYMTECH IHCTPYKL,T 3 BUKOPUCTaHHA, W06 3aBepLInTM aHacTOMO3.

iii. AKWo BCTaHOBNEHHA Apyroro yuwinbHioBaya HS Il B aopToTomito He Baanocs abo Xipypr Ha
OCHOBI ynofob6aHb BU3HAYaE, WO CUTYaLLiA HE AO3BONSAE BUKOPUCTOBYBATU 3aMiHHMI YLLiNIbHIOBAY
HS 1ll, HakNaAiTb Ha a0PTY YaCTKOBWUIA OK/HO3IMHMUI 3aTUCKaY, i30/110H0UYN a0PTOTOMIO, Ta BUKOHalTe
AHACTOMO3 TPAAMLLINHOO XipypPriYHO TEXHIKOIO.

3. HespaTtHicTb po3ropHyTOro yuiinbHioBaua Heartstring lll 3a6eaneuntn HanexHuii remocras:
a. K YHUKHYTU/MIHIMi3yBaTV BUHWUKHEHHA LLIET MOMUKMN:

i. 3aB)KAW 3aBAHTA)KyMTE Ta PeTefibHO NepeBipAakTe 3aBaHTa*KeHMM yuinbHioBady HS I, wo6
nepeKkoHaTUCA B YCMilUHOMY 3aBaHTa)KeHHi yuwinbHioBada HS Il y npucTpiit gocTaBKK, nepll Hix
ounLLaTM Byab-AKY aflBEHTULLIO aOPTU Ta CTBOPHOBATU aOpPTOTOMItO. (AMB. BaxKAuMBi HaraayBaHHSA
6esnocepeaHbO BULIE.)

ii. He BWKOpMCTOBYWTE CMUCTEMY MNPOKCMMANIbHOIO YyllisibHIOBaYa Heartstring y nauieHTiB 3
TOHKOCTIHHOI a0pPTOHO.

iii. Mig yac BMKOHAHHA MHOMWMHHMX aHACTOMO3iB MepeKoHalTecA, WO BCi MicuA aHacTomo3sy
3HaXo4ATbCA Ha BiACTaHi WoHalimeHwe 1,5 cm ogHe Big ogHoro, wob 3abe3neymT remocras.

iv. He 3amouyiTe ywinbHtoBay HS Il y po3unHi nepes, po3ropTaHHAM.

b. Aii, aKki chig B»WTK, AKWO yuwinbHoBay HS Il He BiaKpuBaeTbca/He 3abe3neyye HaNeXHUN remocTas
nicnA po3ropTaHHA yLLiAbHIOBaYa.
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i HaKkpuiiTe aopTOTOMIIO BKA3iBHMM MasibLEM Ta 06EpPEXKHO BiaperyntonTe NpyXRuHy Hatary, wob
nepeKkoHaTunca, Wo yuwinbHeHHA HS Il noBHICTIO po3ropHyTO.
ii. AKLLO HeoCTaTHIM reMocTas He 3HMKAE:
1. Buiimite po3ropHyTe yuwinbHeHHA HS Il 3 aopToTomii BignosigHO Ao
IHCTPYKLT 3 eKcnlyaTauii npucTpoto.
2. Bcraste apyre yuwinbHeHHa HS Il Ta po3ropHiTb 3aBaHTaXKeHe YL iNbHEHHSA
B QOPTOTOMIlO BiAMOBIAHO A0 IHCTPYKLUIii 3 eKcnayaTauii npucTporo Ta
3aBepLiTb aHaCTOMO3.
3. Akwo apyre ywinoHeHHA HS Il He € ycniwHUM abo Xipypr BBarKae, WO
CMTyauia He [03BOJIAE BMKOPMUCTOBYBATM 3aMiHy yuwinbHeHHA HS I,
HaKNafiTb YacTKOBWUMA OKAO3iMHMIA 3aTUCKA4Y Ha aopTy, i30110H04n
A0pPTOTOMIlO, Ta BMKOHAWTE aHACTOMO3 3a TpPaaMUIMHO XipypriyHoto
TEXHIKOI0.

Aii kKnieHTa

Getinge npocuTb Bac BMKOHATW Taki Aii: 1. Byab fnacKa, nepekoHamTeca, WO Le MOBiAOMNAEHHS
nepecnaHo Bcim ocobam, AKMM NOTPIOHO NOBIAOMWUTM Yy BaLlii opraHisauii abo byap-AKii opraHisau,i,
Kyau 6yno nepenaHo BignoBigHI NpUCTPOiI.

DOopartkosa IHdbopmauis

KomnaHis Getinge nepegaae uto iHpopmalLito BignoBiAHUM perynaTopHMm opraHam. Bubaute 3a 6yab-
AKI He3pyyHOCTi, AKi Le MoXKe CnpuuYnHUTU. Mu nparHemo 6e3neKn nauieHTiB i LiHYyemo Baluy
ONepaTMBHY pPeaKLilo Ha Ue NUTaHHA. AKWO Yy Bac BUHUKAM OyAb-AKi 3anuMTaHHA LWOAO LbOro
NoBiZOMNEHHS, 3BEPHITbCA 4O CBOro npeactaBHMKa Getinge abo A0 cayKbu NiATPUMKM KAi€HTIB
Getinge 3a Homepom 1-888-880-2874 3 noHepginka no n'atHuuto 3 8:00 go 17:00 (3a TMXOOKEAHCbKMM
yacom).

3 nosaroto,

dpaHumcKo BiceHTi
OnpeKTop 3 AKOCTI Ta AOTPUMAHHA
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HOPMaTUBHWUX BUMOT, TMIMYaCcOBO
BUKOHYIOUMIA 060B'A3KK leTiHre,
BiAAiN cepueBO-CyANHHOI Xipypril
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United Arab Emirates (en)

August 2025
Field Safety Notice
Heartstring 1l Proximal Seal System
Reference Number: 1336551
Model Number uUDI Model Name Serial/Lot Numbers

HS-3045 HSK-3038 00607567700307
HSK-3043 00607567700314 Heartstring Il Proximal Seal System All Unexpired Lots

00607567700321
Distribution Dates: July 1, 2024 - Present
Manufacturing Dates: March 7, 2024 - Present

Dear Risk Manager,

The purpose of this letter is to advise you that Maquet Cardiovascular, a subsidiary of Getinge, is
issuing an Urgent Medical Device Correction for the Heartstring Il Proximal Seal System (HS Il
Seal). Our records indicate that you have received one or more of the affected devices that are
affected by this notification.

Issue Description

Three primary failure modes have been identified.

1.

Failure of the Heartstring Seal to Load: This failure applies to any malfunction of the
device that occurs during the four-step loading process using the Heartstring Loading
Device, the visual inspection of a successfully loaded HS Il Seal, and unlocking the
Delivery Device upon successful completion of the HS Ill Seal loading steps.

Failure of the Heartstring Seal to Deploy into the aortotomy: This failure applies to any
malfunction of the HS Il Seal and/or Delivery Device from the time the Delivery Device is
successfully unlocked to once complete delivery of the HS Il Seal into the aortotomy and
all contents of the Proximal Seal (the Tether, Tension Spring, Seal Stem, Anchor Tab) have
exited the Delivery Device.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: This failure
applies to any malfunction of a successfully deployed HS Ill Seal that does not adequately
control bleeding at the anastomotic to allow the surgeon to perform suturing of the
anastomosis, despite gentle adjustment of the Tension Spring after Seal deployment
and/or the use of a blower mister, suction, or saline syringe to clear the anastomotic site.
This failure includes customer identification of a defective or damaged HS Il Seal
following successful deployment of the HS Ill Seal into the aorta that results/or may result
in inadequate hemostasis that prevents the surgeon to complete the anastomosis
without removing the defective HS Ill Seal.

Root cause investigation is ongoing at this time._
Risks to Health
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1. Failure to Load: When used in accordance with the device Instructions for Use (IFU), a HS llI
Seal that fails to load does not pose a direct risk to the patient. However, this failure may
lead to a delay in the surgical procedure. This delay can range from a few minutes to
retrieve and load a new Seal, to a potential conversion from using the HS Ill Seal to
perform the proximal anastomosis to employing an aortic clamp to complete the
procedure.

2. Failure to Deploy: When the loaded HS Il Seal fails to deploy from the Delivery Device,
the following procedural steps have already been performed and may contribute to the
potential risk of patient harm. If the loaded HS Ill Seal fails to deploy from the Delivery
Device, several procedural steps will have already been completed which may increase the
potential risk of patient harm.

e The aortotomy has been created.

e The distal end of the Delivery Device Tube has been inserted through the aortotomy.

e The Plunger of the Delivery Device has been depressed, or an attempt has been made to
depress it.

e Theloaded HS Il Seal has not successfully deployed from the distal end of the Delivery
Device Tube.

e  When the Delivery Device is removed from the aortotomy the HS Il Seal will not be
deployed and bleeding from the aortotomy will need to be controlled by placing a
finger over the aortotomy.

The following potential patient harms may occur:

e Surgical procedure delay: to remove the non-deployed HS Il Seal, open a new HS llI
Proximal Seal, load the Seal into the Delivery Device, and deliver the loaded HS Il Seal
into the created aortotomy (delay without additional intervention) vs. the decision to
use an aortic clamp to complete the anastomosis because the loaded Seal failed to
deploy (delay with an additional intervention)

o Tissue damage: may occur as a result of deploying a loaded HS Il Seal that is flared at
the tip. A flared tip will have a diameter that is larger than the distal Delivery Device
Tube. Deploying a loaded Seal that has a flared tip can cause aortotomy tissue damage
and if greater force is used to deploy the affected Seal there is a potential risk of
backwalling the aorta during insertion. Tissue damage may also occur during removal
of the Delivery Device from the aortotomy, deploying a second loaded HS Il Seal into
the same aortotomy, and/or needing to convert to use of an aortic clamp to complete
the aortotomy.

o Bleeding: minimal blood loss may occur when removing the Delivery Device from the
aortotomy, controlling the bleeding from the aortotomy manually, and delivering a
replacement HS Ill Seal. Greater blood loss, requiring additional intervention, may
occur if tissue damage occurs.

e Embolic event resulting from additional manipulation of the aorta to address the HS IlI
Seal loading failure.

3. Failure of the deployed Heartstring Seal to provide adequate hemostasis: When a
deployed HS IlI Seal fails to provide adequate hemostasis for the surgeon to complete the
proximal anastomosis, several steps of the HS Ill Seal System use have already been
completed and may increase the potential risk of patient harm. The following procedural
steps will have taken place.

e The aortotomy has been created.

286 OT# 1336551



GETINGE 3¢

e The loaded HS Ill Seal has been deployed into the aorta.
e Bleeding from the aorta is deemed by the surgeon too great to perform the anastomosis.

The following potential patient harms may occur:

e Surgical procedure delay: may occur as follows:

o Additional operative time taken to attempt to make Seal adjustments to
improve hemostasis by the delivered HS Ill Seal, remove the defective HS Il
Seal, open a new HS lll Seal, load the replacement HS Il Seal, and deliver the
loaded HS Il Seal into the created aortotomy (procedure delay without
additional intervention)

o Surgeon deems it most appropriate to use an aortic clamp to complete the
anastomosis because the deployed HS Il Seal failed to provide adequate
hemostasis to complete the anastomosis and a replacement HS IIl Seal is not
available or surgeon preference determines the situation does not allow for
use of a replacement HS lll Seal and an aortic clamp is use to complete the
proximal anastomosis per traditional surgical technique. (procedure delay with
an additional intervention)

e Tissue damage: Tissue damage may occur during manipulation of the affected HS Il
Seal, during Seal deployment of a second loaded HS Il Seal into the same aortotomy,
and/or needing to convert to use of an aortic clamp to complete the aortotomy.

e Bleeding: A small amount of blood loss around the deployed HS Il Seal is normal and
expected while performing the proximal anastomosis using a HS Ill Seal. Greater blood
loss requiring additional intervention may occur when aortic tissue damage occurs,
regardless of the cause.

e Embolic event(s): resulting from additional manipulation of the aorta secondary to
addressing the HS Il Seal failure to provide adequate hemostasis.

Between June 1, 2023, and July 22, 2025, Getinge received the following complaints:
e 274 reports related to failure to load, representing a complaint rate of 0.386%
e 96 reports related to failure to deploy, representing a complaint rate of 0.135%
e 30reports related to inadequate hemostasis, representing a complaint rate of 0.042%

Recommended Mitigations and Actions

Getinge is providing the following instructions to avoid/minimize the failures discussed above.

1. Failure of the Heartstring Seal to Load
a. Important reminders:

i.  Perthe device IFU, the HS Ill Seal is intended to be loaded and removed from
the Loading Device, then inspected and adjusted if necessary to confirm
successful loading and finally unlocked prior to clearing any adventitia from
the planned anastomotic area and creating the aortotomy. Loading the HS IlI
Seal and confirming successful loading prior to creating the aortotomy
minimizes risk to patients because the aorta remains untouched until
confirming successful loading of the HS Il Seal.

ii. If the HS Il Seal fails to load as intended, the device should be replaced.
b. How to avoid/minimize occurrence of this failure

i. Review the Heartstring device IFU prior to use, especially if Heartstring is not used
on a routine basis.
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Load the HS Il Seal by carefully following the device step-by-step Instructions for
Use (IFU).

Per Section 4.3-4.5 of the IFU, confirm the HS Il Seal has been properly loaded
into the Delivery Device by inspecting the loaded HS Il Seal once the HS Ill Seal has
been loaded into the Delivery Device and has been removed from the Loading
Device.

A HS Ill Seal that is not properly inspected after removal from the Loading Device
may fail during HS Ill Seal Deployment and cause patient harm. (see information
relating to Failure to Deploy).

Complete successful loading of the HS IIl Seal prior to cleaning the aortic surface
adventitia and creating the aortotomy.

c. Action to be taken if the HS Il Seal fails to load.

Discard the failed HS Il Seal.

Always have a second HS Ill Seal available to replace a failed device. Refer to the
device IFU to ensure successful loading.

2. Failure of the Heartstring Il Seal to Deploy into the aortotomy
a. Important reminders:

Ensure the HS Il Seal has been properly loaded into the Delivery Device as
described in the section above.
After removing the loaded HS Il Seal from the Loading Device, inspect the loaded
HS Il Seal, according to IFU Sections 4.3-4.5, to confirm the following:
1. The loaded HS lll Seal is not cracked.
2. The portion of the HS Il Seal that is not loaded into the Delivery Device
Tube does not flare wider than the Delivery Device Tube diameter.
3. The Tension Spring ends are aligned such that they will contact both
proximal edges of the loaded HS Il Seal during Seal delivery into the
aortotomy.

b. How to avoid/minimize the occurrence of this failure:

After confirmation of successful HS Ill Seal loading and creation of the aortotomy,
deploy the loaded HS Il Seal into the aortotomy by carefully following the steps
for HS Il Seal deployment documented in the device IFU.

If the HS Il Seal fails to deploy as intended, the device should be replaced.

c. Action to be taken if the HS Ill Seal fails to successfully deploy into the aorta.

Occlude the aortotomy to control bleeding using an index finger.

Open a second HS 11l Seal. Load the HS Ill Seal per the device IFU. Deliver the
loaded HS Il Seal into the aortotomy and follow the IFU to complete the
anastomosis.

If delivery of the second HS Il Seal into the aortotomy is not successful, or surgeon
preference determines the situation does not allow for use of a replacement HS Il
Seal, place a partial occlusion clamp on the aorta, isolating the aortotomy, and
perform the anastomosis per traditional surgical technique.

3. Failure of the deployed Heartstring Il Seal to provide adequate hemostasis:
a. How to avoid/minimize occurrence of this failure mode:

Always load and carefully inspect the loaded HS Ill Seal to confirm successful
loading of the HS Il Seal into the Delivery Device prior to clearing any aorta
adventitia and creating the aortotomy. (See important reminders directly above.)
Do not use the Heartstring Proximal Seal System in patients with a thin-walled
aorta.

When performing multiple anastomosis, ensure all anastomotic sites are at least
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1.5 cm apart to ensure hemostasis.

iv. Do not soak the HS Ill Seal in solution prior to deployment.
b. Action to be taken if the HS Ill Seal does not open/provide adequate hemostasis post Seal
deployment.
i. Cover the aortotomy with an index finger and gently adjust the Tension Spring to
ensure the HS Il Seal has been fully deployed.
ii. If lack of adequate hemostasis persists:
1. Remove the deployed HS Il Seal from the aortotomy per device IFU.
2. Load asecond HS Il Seal and deploy the loaded Seal into the aortotomy
per device IFU and complete the anastomosis.
3. If the second HS Il Seal is not successful or surgeon preference
determines the situation does not allow for use of a replacement HS Il
Seal, place a partial occlusion clamp on the aorta, isolating the aortotomy,
and perform the anastomosis per traditional surgical technique.

Customer Actions
Getinge requests that you take the following actions:

1. Please ensure this message is forwarded to any individuals that need notification within
your organization or any organization where the affected devices have been transferred.

Additional Information

Getinge is communicating this information to the appropriate regulatory agencies.
We regret any inconvenience this may cause. We are committed to patient safety and
appreciate your prompt attention to this matter. If you have any questions regarding this

communication, please contact your Getinge representative or Getinge Customer Service.

Sincerely,

Francisco Vicenty
Director Quality & Regulatory Compliance, Interim
Getinge, Cardiovascular Surgery
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United Kingdom (en)

August 2025
Field Safety Notice
Heartstring 1l Proximal Seal System
Reference Number: 1336551
Model Number uUDI Model Name Serial/Lot Numbers
HS-3045 00607567700307
HSK-3038 00607567700314 Heartstring lll Proximal Seal System All Unexpired Lots
HSK-3043 00607567700321
Distribution Dates: July 1, 2024 - Present
Manufacturing Dates: March 7, 2024 - Present

Dear Risk Manager,

The purpose of this letter is to advise you that Maquet Cardiovascular, a subsidiary of Getinge, is issuing an
Urgent Medical Device Correction for the Heartstring Il Proximal Seal System (HS Il Seal). Our records indicate
that you have received one or more of the affected devices that are affected by this notification.

Issue

Description

Three primary failure modes have been identified.

1.

Failure of the Heartstring Seal to Load: This failure applies to any malfunction of the device that occurs
during the four-step loading process using the Heartstring Loading Device, the visual inspection of a
successfully loaded HS 1ll Seal, and unlocking the Delivery Device upon successful completion of the HS
Il Seal loading steps.

Failure of the Heartstring Seal to Deploy into the aortotomy: This failure applies to any malfunction of
the HS 1l Seal and/or Delivery Device from the time the Delivery Device is successfully unlocked to once
complete delivery of the HS Ill Seal into the aortotomy and all contents of the Proximal Seal (the Tether,
Tension Spring, Seal Stem, Anchor Tab) have exited the Delivery Device.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: This failure applies to any
malfunction of a successfully deployed HS Il Seal that does not adequately control bleeding at the
anastomotic to allow the surgeon to perform suturing of the anastomaosis, despite gentle adjustment of
the Tension Spring after Seal deployment and/or the use of a blower mister, suction, or saline syringe to
clear the anastomotic site. This failure includes customer identification of a defective or damaged HS llI
Seal following successful deployment of the HS Ill Seal into the aorta that results/or may result in
inadequate hemostasis that prevents the surgeon to complete the anastomosis without removing the
defective HS Il Seal.

Root cause investigation is ongoing at this time.

Risks to Health

1.
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Failure to Load: When used in accordance with the device Instructions for Use (IFU), a HS Ill Seal that fails
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to load does not pose a direct risk to the patient. However, this failure may lead to a delay in the surgical
procedure. This delay can range from a few minutes to retrieve and load a new Seal, to a potential
conversion from using the HS Ill Seal to perform the proximal anastomosis to employing an aortic clamp
to complete the procedure.

Failure to Deploy: When the loaded HS Il Seal fails to deploy from the Delivery Device, the following

procedural steps have already been performed and may contribute to the potential risk of patient harm.

If the loaded HS Il Seal fails to deploy from the Delivery Device, several procedural steps will have already

been completed which may increase the potential risk of patient harm.

e The aortotomy has been created.

e The distal end of the Delivery Device Tube has been inserted through the aortotomy.

e The Plunger of the Delivery Device has been depressed, or an attempt has been made to depress it.

e The loaded HS Il Seal has not successfully deployed from the distal end of the Delivery Device Tube.

e When the Delivery Device is removed from the aortotomy the HS Ill Seal will not be deployed and
bleeding from the aortotomy will need to be controlled by placing a finger over the aortotomy.

The following potential patient harms may occur:

e Surgical procedure delay: to remove the non-deployed HS Ill Seal, open a new HS Il Proximal Seal,
load the Seal into the Delivery Device, and deliver the loaded HS Il Seal into the created aortotomy
(delay without additional intervention) vs. the decision to use an aortic clamp to complete the
anastomosis because the loaded Seal failed to deploy (delay with an additional intervention)

e Tissue damage: may occur as a result of deploying a loaded HS Il Seal that is flared at the tip. A flared
tip will have a diameter that is larger than the distal Delivery Device Tube. Deploying a loaded Seal
that has a flared tip can cause aortotomy tissue damage and if greater force is used to deploy the
affected Seal there is a potential risk of backwalling the aorta during insertion. Tissue damage may
also occur during removal of the Delivery Device from the aortotomy, deploying a second loaded HS
[l Seal into the same aortotomy, and/or needing to convert to use of an aortic clamp to complete the
aortotomy.

o Bleeding: minimal blood loss may occur when removing the Delivery Device from the aortotomy,
controlling the bleeding from the aortotomy manually, and delivering a replacement HS Il Seal.
Greater blood loss, requiring additional intervention, may occur if tissue damage occurs.

e Embolic event resulting from additional manipulation of the aorta to address the HS Il Seal loading
failure.

Failure of the deployed Heartstring Seal to provide adequate hemostasis: When a deployed HS Il Seal
fails to provide adequate hemostasis for the surgeon to complete the proximal anastomosis, several steps
of the HS Il Seal System use have already been completed and may increase the potential risk of patient
harm. The following procedural steps will have taken place.

e The aortotomy has been created.

e Theloaded HS Il Seal has been deployed into the aorta.

e Bleeding from the aorta is deemed by the surgeon too great to perform the anastomosis.

The following potential patient harms may occur:

e Surgical procedure delay: may occur as follows:

o Additional operative time taken to attempt to make Seal adjustments to improve hemostasis
by the delivered HS Ill Seal, remove the defective HS Il Seal, open a new HS Il Seal, load the
replacement HS Ill Seal, and deliver the loaded HS Ill Seal into the created aortotomy
(procedure delay without additional intervention)
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o Surgeon deems it most appropriate to use an aortic clamp to complete the anastomosis
because the deployed HS Il Seal failed to provide adequate hemostasis to complete the
anastomosis and a replacement HS Il Seal is not available or surgeon preference determines
the situation does not allow for use of a replacement HS Il Seal and an aortic clamp is use to
complete the proximal anastomosis per traditional surgical technique. (procedure delay with
an additional intervention)

e Tissue damage: Tissue damage may occur during manipulation of the affected HS Ill Seal, during Seal
deployment of a second loaded HS 11l Seal into the same aortotomy, and/or needing to convert to use
of an aortic clamp to complete the aortotomy.

e Bleeding: A small amount of blood loss around the deployed HS Ill Seal is normal and expected while
performing the proximal anastomosis using a HS Ill Seal. Greater blood loss requiring additional
intervention may occur when aortic tissue damage occurs, regardless of the cause.

e Embolic event(s): resulting from additional manipulation of the aorta secondary to addressing the HS
[l Seal failure to provide adequate hemostasis.

Between June 1, 2023, and July 22, 2025, Getinge received the following complaints:
e 274 reports related to failure to load, representing a complaint rate of 0.386%
e 96 reports related to failure to deploy, representing a complaint rate of 0.135%
e 30reports related to inadequate hemostasis, representing a complaint rate of 0.042%

Recommended Mitigations and Actions

Getinge is providing the following instructions to avoid/minimize the failures discussed above.

1. Failure of the Heartstring Seal to Load
a. Important reminders:

Per the device IFU, the HS Il Seal is intended to be loaded and removed from the Loading
Device, then inspected and adjusted if necessary to confirm successful loading and finally
unlocked prior to clearing any adventitia from the planned anastomotic area and creating
the aortotomy. Loading the HS Il Seal and confirming successful loading prior to creating
the aortotomy minimizes risk to patients because the aorta remains untouched until
confirming successful loading of the HS Il Seal.

If the HS 1l Seal fails to load as intended, the device should be replaced.

b. How to avoid/minimize occurrence of this failure

iv.

Review the Heartstring device IFU prior to use, especially if Heartstring is not used on a
routine basis.

Load the HS Il Seal by carefully following the device step-by-step Instructions for Use
(IFU).

Per Section 4.3-4.5 of the IFU, confirm the HS Il Seal has been properly loaded into the
Delivery Device by inspecting the loaded HS Il Seal once the HS Il Seal has been loaded
into the Delivery Device and has been removed from the Loading Device.

A HS Il Seal that is not properly inspected after removal from the Loading Device may fail
during HS Il Seal Deployment and cause patient harm. (see information relating to
Failure to Deploy).

Complete successful loading of the HS Ill Seal prior to cleaning the aortic surface
adventitia and creating the aortotomy.

c. Action to be taken if the HS Il Seal fails to load.
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i. Discard the failed HS Ill Seal.
ii. Always have a second HS Il Seal available to replace a failed device. Refer to the device
IFU to ensure successful loading.
2. Failure of the Heartstring lll Seal to Deploy into the aortotomy
a. Important reminders:

i. Ensure the HS Il Seal has been properly loaded into the Delivery Device as described in
the section above.
ii. After removing the loaded HS Ill Seal from the Loading Device, inspect the loaded HS IlI
Seal, according to IFU Sections 4.3-4.5, to confirm the following:
1. Theloaded HS Il Seal is not cracked.

2. The portion of the HS Ill Seal that is not loaded into the Delivery Device Tube
does not flare wider than the Delivery Device Tube diameter.

3. The Tension Spring ends are aligned such that they will contact both proximal
edges of the loaded HS Il Seal during Seal delivery into the aortotomy.
b. How to avoid/minimize the occurrence of this failure:

i. After confirmation of successful HS Il Seal loading and creation of the aortotomy, deploy
the loaded HS Il Seal into the aortotomy by carefully following the steps for HS Il Seal
deployment documented in the device IFU.

ii. Ifthe HS Il Seal fails to deploy as intended, the device should be replaced.

c. Action to be taken if the HS Il Seal fails to successfully deploy into the aorta.

i. Occlude the aortotomy to control bleeding using an index finger.

ii. Open asecond HS Il Seal. Load the HS Il Seal per the device IFU. Deliver the loaded HS IlI
Seal into the aortotomy and follow the IFU to complete the anastomosis.

iii. If delivery of the second HS Il Seal into the aortotomy is not successful, or surgeon
preference determines the situation does not allow for use of a replacement HS Ill Seal,
place a partial occlusion clamp on the aorta, isolating the aortotomy, and perform the
anastomosis per traditional surgical technique.

3. Failure of the deployed Heartstring Il Seal to provide adequate hemostasis:
a. How to avoid/minimize occurrence of this failure mode:

i. Always load and carefully inspect the loaded HS Il Seal to confirm successful loading of
the HS lll Seal into the Delivery Device prior to clearing any aorta adventitia and creating
the aortotomy. (See important reminders directly above.)

ii. Do not use the Heartstring Proximal Seal System in patients with a thin-walled aorta.

iii. When performing multiple anastomosis, ensure all anastomotic sites are at least 1.5 cm
apart to ensure hemostasis.

iv. Do not soak the HS Il Seal in solution prior to deployment.

b. Action to be taken if the HS Ill Seal does not open/provide adequate hemostasis post Seal
deployment.

i. Cover the aortotomy with an index finger and gently adjust the Tension

Spring to ensure the HS Il Seal has been fully deployed.

ii. If lack of adequate hemostasis persists:

1. Remove the deployed HS Il Seal from the aortotomy per device IFU.

2. Load a second HS Il Seal and deploy the loaded Seal into the aortotomy per
device IFU and complete the anastomosis.

3. If the second HS Il Seal is not successful or surgeon preference determines the
situation does not allow for use of a replacement HS Ill Seal, place a partial
occlusion clamp on the aorta, isolating the aortotomy, and perform the
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anastomosis per traditional surgical technique.

Customer Actions
Getinge requests that you take the following actions:

1. Please ensure this message is forwarded to any individuals that need notification within
your organization or any organization where the affected devices have been transferred.

Additional Information

Getinge is communicating this information to the appropriate regulatory agencies.

We regret any inconvenience this may cause. We are committed to patient safety and appreciate your
prompt attention to this matter. If you have any questions regarding this communication, please
contact your Getinge representative or Getinge Customer Service at 01773 814 730.

Sincerely,

Sian Rogers
QRC Director UK & Ireland

Getinge Ltd

Unit 3, Indurent Park
Andressey Way
Chaddesden

Derby

DE21 6YH

UK

Phone: +44 (0) 1773 814 730
Email: fsca.uki@getinge.com
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