Medtronic

URGENT FIELD SAFETY NOTICE
DLP™ One-Piece Pediatric Arterial Cannula & Bio-Medicus™ Adult

Cannula Kit Potential Product Contamination

Customer Notification

Model Lot
Product Description GTIN-UDI
Number Numbers
DLP™ One-Piece Pediatric Arterial 77010 20763000946689 0231650870
Cannula
Bio-Medicus™ Adult Cannula Kit 96530-115 00763000116019 230257001

June 2026

Medtronic Reference: FA1567
EU Manufacturer Single Registration Number (SRN): 000019977

Dear Healthcare Professional/Risk Manager,

The purpose of this letter is to advise you that Medtronic is initiating an Urgent Field Safety Notice
involving specific lots of DLP™ One-Piece Pediatric Arterial Cannula and Bio-Medicus™ Adult Cannula
Kit. Our records indicate that you have received product that is within the scope of this Urgent Field

Safety Notice. Please note that no additional lot numbers are impacted by this communication.
Issue Description:

In April 2026, potential blood contamination was identified within sealed sterile packaging of
cardiopulmonary bypass cannula products during the investigation of two complaint-returned devices:
the DLP™ One Piece Pediatric Arterial Cannula (Model 77010) and the Bio-Medicus™ Adult Cannula
Kit (Model 96530-115). In both instances, a small amount of loose foreign material was observed within
the sterile packaging prior to use. Analysis of the returned products confirmed that the material
contained trace levels of blood. No patients were exposed and no adverse clinical effects were

reported. Refer to Attachment A for an image of the observed material.

Until April 8, 2026, Medtronic has received two (2) reports associated with this issue. Potential risks from
direct contact with the blood contamination may include embolism, neurological dysfunction
thromboembolism, organ dysfunction, biological reaction, infection and sepsis. Based on the two
events observed with blood contamination, the likelihood of these events occurring is considered rare

or highly unlikely.
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Patient Management Recommendations:
Medtronic does not recommend any further actions for patients already supported with the listed

devices and patients should be managed according to the standard of care after the procedure.
Customer Actions:

Medtronic requests that you take the following actions:

Please do not open, handle, or use the affected product.

Wear appropriate Personal Protective Equipment (PPE), such as gloves, to review your inventory for
the listed lot numbers.

If you have unused unit(s) from these lot numbers in your inventory, place the affected product,
including packaging and Instructions for Use, in a clearly marked biohazard bag or container.

Dispose of the biohazard material in accordance with your facility’s procedures and all applicable
local regulations for biohazardous waste.

Please complete and return the Customer Acknowledgement Form enclosed with this letter,
acknowledging that you have received this information.

Please share this notification with others in your organization as appropriate. If product listed above
has been forwarded to another facility, please notify the facility of this Medtronic Urgent Field Safety
Notice.

Please maintain a copy of this communication in your records.

Additional Information:

Medtronic has notified the Competent Authority of your country of this issue.

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

a local Medtronic Representative.

Sincerely,

Maria Artamonova

Associate Regulatory Affairs Specialist - UK and Ireland

Enclosures:
e Customer Acknowledgement Form

e Attachment A: Images of the observed material
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FA1567 Customer Acknowledgement Form - Response is required
DLP™ One-Piece Pediatric Arterial Cannula & Bio-Medicus™ Adult

Cannula Kit: Potential Product Contamination

Please complete this Form in its entirety.

Date:

Name of Person Completing this Form:

Title:

Direct Phone #:

Email:

Account Name:

Account Number:

Account Address:

City: Post Code:

Country:

| have read and understand the instructions provided and acknowledge receipt of the
notification regarding the use of the DLP™ One-Piece Pediatric Arterial Cannula & Bio-
Medicus™ Adult Cannula Kit by signing below. | also agree to further distribute and
communicate this important information within my facility and to anyone whom | have further
distributed DLP™ One-Piece Pediatric Arterial Cannula & Bio-Medicus™ Adult Cannula

Kit as required.

Name: (print) Signature: Date:

If you have any questions regarding this notification, please contact your Medtronic sales
representative.
PLEASE EMAIL OR FAX THIS ACKNOWLEDGEMENT TO: rs.fsnuki@medtronic.com.
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Attachment A: Images of the observed material

Figure 1: Foreign material located within the accessories pouch

Figure 2: Expanded view of the foreign material within the accessories pouch
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