Abbott International BVBA
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Abbott

October 1, 2022
Dear Valued Customer,

Abbott is making changes for the Hi-Torque Supra Core™ 35, Hi-Torque Steelcore™ 18/18 LT, and Hi-Torque
Spartacore™ 14 Peripheral Guide Wires as part of recent activities to comply with the new European Union
Medical Device Regulation (EU MDR). There will be new product numbers and revision to the intended use /
indications for use presented in the product Instructions for Use (IFUs), effective November 1, 2022. The
revised indications for use will present a uniform intended use / indication for use across these products, as
well as better align with how these products are generally used in the clinical setting.

The Hi-Torque Supra Core™ 35, Hi-Torque Steelcore™ 18/18 LT, and Hi-Torque Spartacore™ 14 Guide Wires
will continue to be the same, high quality product that is currently available.

Timeline

Please note that the new part numbers will be implemented starting November 1, 2022 and the current part
numbers will no longer be available. This transition may take several months to replace with the new part
numbers.

Required Action

These changes do not impact your current inventory. There will be no need to return your current product
inventory. Current product part numbers will continue to be available until November 1, 2022 and
therefore, you may continue to order products in the same way. Also, if your local distribution center continues
to have products in their inventory, you may order with the current part number until the stocks run out. When
all the stocks of the current part numbers are no longer in the distribution center, you will need to place an
order with the new part numbers identified in the table below. Please note we can not at this time predict how
much inventory of the current part numbers will be available after November 1, 2022 so we encourage you to
please change the part numbers in your system prior to November 1.

Please note that we are not retiring the products. The same products are still available for order
under new part numbers.

A comparison between current and new part numbers for the Hi-Torque Supra Core™ 35, Hi-Torque
Steelcore™ 18/18 LT, and Hi-Torque Spartacore™ 14 Peripheral Guide Wires are provided in the tables below.
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Below is a list of all Hi-Torque Supra Core™ 35, Hi-Torque Steelcore™ 18/18 LT, and Hi-Torque
Spartacore™ 14, Peripheral Guide Wires part numbers to be replaced.

Global Part Numbers Being Replaced
Current Global Part
Product Di%?r?t?fnfl/g&) llaae;'t INIEE19) BT
Numbers for CE D
Marked Countries

HT Steelcore™ 18, 190 cm Guide Wire 1003281 1903281
HT Steelcore™ 18, 300 cm Guide wire 1003282 1903282
HT Steelcore™ LT 18, 190 cm Guide Wire 1007709 1907709
HT Steelcore™ LT 18, 300 cm Guide Wire 1007710 1907710
HT Steelcore™ LT 18 J Tip, 190 cm Guide Wire 1007709-J 1907709-J
HT Steelcore™ LT 18 J Tip, 300 cm Guide Wire 1007710-J 1907710-J
HT Supracore™ 35 ,145 cm Guide Wire 1002703 1902703
HT Supracore™ 35, 190 cm Guide Wire 1002703-01 1902703-01
HT Supracore™ 35,300 cm Guide Wire 1002703-02 1902703-02
HT Spartacore™ 14,130, 5¢cm Guide wire 1005201 1905201
HT Spartacore™ 14,190, 5¢cm Guide wire 1005202 1905202
HT Spartacore™ 14,300, 5cm Guide wire 1005203 1905203
HT Spartacore™ 14,130, 10cm Guide wire 1005204 1905204
HT Spartacore™ 14,190, 10cm Guide wire 1005205 1905205
HT Spartacore™ 14,300, 10cm Guide wire 1005206 1905206

Please note that the indication for use with Percutaneous Transluminal Coronary Angioplasty
(PTCA) has been removed.
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Product

HT Supra Core™ 35

Current

Intended Use:

The Hi-Torque™ Peripheral Guide Wires are
intended to facilitate the placement and
exchange of interventional devices during
diagnostic or therapeutic interventional
procedures.

HT Steelcore™ 18

HT Steelcore™ 18 LT

HT Spartacore™14

Intended Use:

The Hi-Torque™ Peripheral Guide Wires are
intended to facilitate the placement of balloon
dilatation catheters during percutaneous
transluminal coronary angioplasty (PTCA) and
percutaneous transluminal angioplasty (PTA).
They are not intended for use in the cerebral
vasculature.

New

Intended Use:

The Hi-Torque™ Peripheral Guide Wires are
intended to facilitate navigation across vascular
anatomies and structures in order to deliver
diagnostic and therapeutic devices.
Indications for Use:

The Guide Wires are indicated to facilitate the
placement and exchange of interventional
devices during peripheral diagnostic or
peripheral therapeutic interventional
procedures. It is not intended for use in the
cerebral vasculature.

We appreciate your commitment to Abbott as we make this transition. If you have any questions about the

additional information, please contact your local Abbott representative.

Sincerely,

%ﬂ fa&zémw

Jose Goldschmied

Endovascular Global Marketing Director

Information contained herein for DISTRIBUTION outside the U.S. only. Check the regulatory status of the

device in areas where CE marking is not the regulation in force.
©2022 Abbott. All rights reserved. MAT-2208881 v1.0

PAGE 3 0of 3



Electronic Certificate
Document Number: MAT-2208881

Document Name:

S-core Wires Part Numbers Change Letter

Version:

Description:

Geography:

Business Unit:

1.0

S-core Wires Part Numbers Change Letter

Reviewers/Approvers:

Doc Owner/Marketing: Ezgi Testereci
Regulatory A&P: Aurora McFerran
MarComm: Karie Merrill

Customer Service: Catherine Martinez

Ous

Vascular

HI-TORQUE SPARTACORE, HI-TORQUE STEELCORE, HI-TORQUE

Product: SUPRA CORE
Type: Material
Dissemination: Digital, Print

Audience:

Status:

Healthcare Professional / Physician, Hospital Administrator, OUS
Distributors

Approved for Distribution

Approved for Distribution Date: 8/29/2022

Expiration Date: 8/26/2025

Role

Signature

Ezgi Testereci - Content Owner Approval
(ezgi.testereci@abbott.com)

Meaning: As the Content Owner, | approve this
document for use.
Date: 23-Aug-2022 16:13:46 GMT+0000

Ezgi Testereci - Marketing Approval
(ezgi.testereci@abbott.com)

Meaning: As the Marketing, | approve this
document for use.
Date: 23-Aug-2022 16:14:04 GMT+0000

Karie Merrill - MarComm Approval
(Karie.Merrill@abbott.com)

Meaning: As the MarComm, | approve this
document for use.
Date: 23-Aug-2022 19:40:08 GMT+0000

Aurora McFerran - Regulatory A&P Approval
(aurora.mcferran@abbott.com)

Meaning: As the Regulatory A&P, | approve this
document for use.
Date: 26-Aug-2022 19:22:56 GMT+0000

Catherine Martinez - Customer Service Approval
(catherine.martinez@abbott.com)

Meaning: As the Customer Service, | approve this
document for use.
Date: 26-Aug-2022 23:32:32 GMT+0000




