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URGENT FIELD SAFETY NOTICE (FSN) — PRODUCT RECALL

Issue Date: 10 February 2025

FSN #: HHE2025002_HYBRID007D120_Length Error

PURPOSE: Length of the HYBRID guidewire not meeting specifications
PRODUCT RANGE: HYBRID

PRODUCT REF. and LOTS #:

Reference Lot Number UDI-DI

HYBRID007D.120 00567735 03700481334317

Who may be affected: Distributors, Safety Officers, Pharmacists, Vigilance Coordinators, and Head of
Neuroradiology Department in Healthcare Centers.

Dear partners,

BALT Extrusion has received one (1) customer complaint indicating the length of HYBRIDO07D.120 Lot 00567735
exceeds the specifications stated on the product label. The investigation conducted on affected devices and
units in the BALT Extrusion inventory stock confirmed the guidewire length error: 220cm actual length instead
of 120cm labelled length.

In the reported complaint, the HYBRID guidewire was not used to treat the patient. The issue was easily
detectable before the use in-vivo because of the significant difference in length dimensions (= 100cm).

The identified issue presents a minor risk to patient safety: Extended procedure time. Indeed, the deviation in
length is easily detectable during routine preparation and handling before use. Therefore, the likelihood of use
without detection is low.

BALT Extrusion carried out a primary root cause analysis, revealing that the error stemmed from a discrepancy
in the manufacturing process instructions. This manufacturing issue is confined to the specific lot number
addressed in this Field Safety Notice (FSN). Corrective measures will be implemented to prevent recurrence.

To prevent any potential procedure extension during the use of this lot of devices, BALT Extrusion has decided
to recall from the market all units of the affected lot number.

Procedure to be applied by distributors/subsidiaries:

e Complete and return the “Notice Receipt form” below (Appendix section) as soon as possible to the e-
mail address: FSCA_QA@baltgroup.com.

e |dentify and locate HYBRID007D.120 products concerned by this recall procedure.

e (Collect and put in quarantine the HYBRID007D.120 products concerned by this recall procedure and
return them to BALT Extrusion SAS through the usual Return Material Authorization (RMA) procedure
by contacting our customer service.

e  Keep BALT Extrusion informed about the status of every unit of HYBRID007D.120 product concerned
by the recall procedure.

e  Contact BALT Extrusion for any additional information.
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Should you require any additional information about this field safety notice, do not hesitate to contact BALT
Extrusion Quality Department or your local distributor.

Contact:

Quality Department

D : FSCA_QA@baltgroup.com

BALT EXTRUSION SAS

10 RUE DE LA CROIX VIGNERON 95160 MONTMORENCY - France
%:+33.1.39.89.46.41 / Fax: +33.1.34.17.03.46

We apologize for any inconvenience that this action may cause, and we thank you for your cooperation.

Thomas COLSON Claus FREYINGER
VP, Global Quality VP, Global Regulatory, Clinical, Medical Affairs
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Appendix: Notice Receipt ref. # HHE2025002_HYBRID007D120_Length Error

RETURN THE FULFFILED RECEIPT BY: FAX: +33.1.34.17.03.46 / MAIL: BALT EXTRUSION SAS 10 RUE DE LA
CROIX VIGNERON 95160 MONTMORENCY (Quality Department) / E-MAIL: FSCA_QA@baltgroup.com

Please check the two boxes below:

O We confirm that I have received and read this Field Safety Notice (FSN #: HHE2025002).

0 We hereby acknowledge that all required personnel or customers have been notified of this Field Safety
Notice,

NAME:

TITLE:

COMPANY/ HOSPITAL:

LOCATION:

CONTACT (E-MAIL AND/OR
PHONE):

DATE:

SIGNATURE:

[0 We confirm that, after verification of our internal and customers’ (incl. end-users) inventory stock, we
declare having no HYBRID007D.120 product concerned by this recall procedure.

O If not, please indicate the volume of HYBRID007D.120 units available and not available for return to BALT
Extrusion per this recall procedure:

Product Lot Number QTY available for return to QTY not available for return
reference BALT Extrusion (NOT USED) (USED)
HYBRID007D.120 00567735

- End of document -
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