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Reference: 92433578-FA 28 October 2019

Urgent Field Safety Notice (for Distributor) - Urgent Medical Device Recall
Emerge™ Monorail™, NC Emerge™ Monorail PTCA Dilation Catheters
Guidezilla™ Il Guide Extension Catheter
Agent™ Paclitaxel Coated PTCA Balloon Catheters

Dear «Users_Name»,

Boston Scientific is initiating a voluntary removal of certain dilation and extension catheters.
Specific batches of these catheters may have missed the hydrophilic coating step, which creates
a lubricious surface on the devices, during the manufacturing process.

Use of an impacted device could lead to increased frictional forces during device deliverability and
withdrawal resulting in a procedural delay to exchange the affected device. Additionally, the
potential for vessel trauma exists, however there have been no reports of patient injury associated
with missing hydrophilic coating. There is no additional follow up needed for patients who have
already been treated with affected devices as those in scope of this action are not implanted.

Our records indicate that your facility received some of the concerned product.

The Attachment 1 below provides a complete list of all affected products, including Product
Description, Material Number (UPN), Batch numbers, GTIN, and expiration date. Please note that
only the devices listed below are affected. No other Boston Scientific product is involved in
this Field Safety Notice.

Further distribution or use of any remaining affected product should cease immediately.

INSTRUCTIONS:

1- Check your Inventory for the products affected by this Field safety Notice.

2- Please segregate and do not distribute any of the affected products found in your
inventory.
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3- Please notify all your customers that have received affected product of this Field Safety
Notice. To effectively manage this Field Safety Notice, your accounts are to communicate directly
with you, not Boston Scientific. If any of your customers are distributors, please notify them that
they must communicate this recall to the medical facility level.

4- Have all affected product returned to your facility and held in quarantine for reconciliation

5- Please complete the attached Verification Form, even if you do not have any product to
return.

6- When completed, please return the Verification Form to your local Boston Scientific office
for the attention of «Customer_Service_Fax_Number» on or before 8 November 2019.

7- If you have products to return, please package them in an appropriate shipping box and
contact «Customer_Service_Tel» of your local Boston Scientific office, to arrange return.

Your Competent Authority is being notified of this Field Safety Notice.

We regret any inconvenience that this action may cause, and we appreciate your understanding
as we act to ensure patient safety and customer satisfaction.

If you have any questions or would like assistance with this Field Safety Notice, please contact
your local Sales Representative.

Yours sincerely,

b

Marie Pierre Barlangua Attachment: Verification Form
Quality Department
Boston Scientific International S.A.

Attachment 1 — Product Listing
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This is a list of all products in scope. Please refer to your individual Reply Verification Tracking
Form for the specific UPN and Batches that were shipped to your facility.

Product Material Number GTIN Number Batch Expiration
Description (UPN) Date
H7493918915150 8714729806189 20361236 31-Oct-19
H7493918915150 8714729806189 22619082 3-May-21
H7493918912200 8714729806080 21362152 6-Jul-20
H7493918915200 8714729806196 20985435 4-Apr-20
H7493918915200 8714729806196 22416559 19-Mar-21
H7493918912250 8714729806103 20524227 31-Dec-19
H7493918912250 8714729806103 22402212 15-Mar-21
H7493918912250 8714729806103 22909685 6-Dec-20
H7493918912300 8714729806127 22374160 9-Mar-21
H7493918912300 8714729806127 22532219 16-Apr-21
H7493918912300 8714729806127 22760617 5-Feb-21
H7493918912300 8714729806127 23021557 11-Jan-21
H7493918912300 8714729806127 23181062 10-Sep-21
H7493918912300 8714729806127 23578933 16-Apr-21
H7493918915300 8714729806233 23924000 4-Feb-22
H7493918915350 8714729806257 23901505 30-Jan-22
H7493919315150 8714729799993 24088574 7-Mar-22
H7493919312200 8714729799894 21311605 23-Jun-20
H7493919312200 8714729799894 23960557 11-Feb-22
H7493919312200 8714729799894 23975925 13-Febh-22
H7493919312200 8714729799894 24112926 12-Mar-22
H7493919315200 8714729800002 21308852 23-Jun-20
Emerge™ PTCA H7493919315200 8714729800002 21309387 23-Jun-20
Dilation Catheter H7493919315200 8714729800002 21363021 6-Jul-20
H7493919315200 8714729800002 23989173 15-Feb-22
H7493919320200 8714729800118 23272477 27-Sep-21
H7493919320200 8714729800118 23324727 8-Oct-21
H7493919308200 8714729799788 24112923 12-Mar-22
H7493919312250 8714729799917 23881230 25-Jan-22
H7493919312250 8714729799917 23881291 25-Jan-22
H7493919312250 8714729799917 24088571 7-Mar-22
H7493919312250 8714729799917 24143068 18-Mar-22
H7493919315250 8714729800026 20909603 15-Mar-20
H7493919315250 8714729800026 22734757 29-May-21
H7493919315250 8714729800026 23047327 3-Aug-21
H7493919315250 8714729800026 23946181 7-Feb-22
H7493919315250 8714729800026 24151134 19-Mar-22
H7493919320250 8714729800132 20452512 30-Nov-19
H7493919320250 8714729800132 20669615 15-Jan-20
H7493919320250 8714729800132 23408005 24-Oct-21
H7493919312300 8714729799931 22799195 12-Jun-21
H7493919315300 8714729800040 23272475 27-Sep-21
H7493919315300 8714729800040 23541254 20-Nov-21
H7493919320300 8714729800156 21500615 8-Aug-20
H7493919320300 8714729800156 23518523 15-Nov-21
H7493919315350 8714729800064 24133473 15-Mar-22
H7493919415120 8714729799702 23364688 16-Oct-21
Product Material Number GTIN Number Batch Expiration
Description (UPN) Date
H7493926712250 8714729846376 23541260 25-Mar-21
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H7493926712270 | 8714729846383 | 22294873 | 24-Jun-20
H7493926715300 | 8714729846529 | 21327739 | 2-Nov-19
H7493926712320 | 8714729846406 | 24119876 | 16-Jul-21
H7493926715350 | 8714729846543 | 23998683 | 23-Jun-21
H7493926708350 | 8714729846284 | 21333639 | 3-Nov-19
H7493926712400 | 8714729846437 | 23998680 | 23-Jun-21
H7493927612200 | 8714729847076 | 24119885 | 16-Jul-21
H7493927612250 | 8714729847090 | 22119751 | 14-May-20
NC Emerge™ H7493927615270 | 8714729847236 | 23511693 | 19-Mar-21
Monorail PTCA H7493927615270 | 8714729847236 | 23584725 | 2-Apr-21
Dilation Catheter H7493927615300 | 8714729847243 | 23436304 | 4-Mar-21
H7493927615300 | 8714729847243 | 23541268 | 25-Mar-21
H7493927615320 | 8714729847250 | 23931831 | 10-Jun-21
H7493927612350 | 8714729847137 | 23479019 | 12-Mar-21
H7493927612350 | 8714729847137 | 23874443 | 29-May-21
H7493927612350 | 8714729847137 | 24133485 | 18-Jul-21
H7493927608350 | 8714729847007 | 23808016 | 16-May-21
H7493927608400 | 8714729847021 | 21865055 | 14-Mar-20
H7493927612500 | 8714729847175| 22690879 | 21-Sep-20
H7493933515060 | 8714729939450 | 23485544 | 10-Feb-21
Guidezilla™ I H7493933515060 | 8714729939450 | 23933296 | 10-May-21
Guite Extansion H7493933515060 | 8714729939450 | 23947883 | 12-May-21
Cathetor H7493933515060 | 8714729939450 | 24137846 | 17-Jun-21
H7493933515070 | 8714729939474 | 21305995 | 25-Sep-19
H7493933515070 | 8714729939474 | 24201181 | 30-Jun-21
Agent™
Paclitaxel Coated | 12 1939999972010 | 8714729831570 | 13448H19 |  7-Apr-21
-PTCA Balloon

Catheter
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