Medtronic

Urgent Field Safety Notice
Pipeline™ Flex Embolization Device

Recall
February 2020
Medtronic reference: FA906

Dear Healthcare Professional or Risk Manager,

At 18 February 2020, Medtronic initiated a verbal communication about an Urgent Field Safety Notice for
specific production lots of Pipeline™ Flex embolization devices (including Pipeline™ Flex with Shield
technology). This notice is a follow-up to that verbal notification provided to your facility, where Medtronic
requested that you put unused affected products in quarantine.

Issue Description:

Medtronic has identified the potential for device fracture at the distal section during use due to a weakened
bond in a subset of devices that have been recently manufactured. Use of affected product may result in
unintended separation, where the distal portion of the device delivery system remains in the patient. If this
occurs, it may result in significant patient injury, including a prolonged procedure, ischemic stroke,
intracranial hemorrhage, neurological deficit, and/or death.

No complaints related to the issue have been confirmed within the affected population at this time.
However, due to the increased potential for device fracture, Medtronic is recalling these production lots
listed below.

This is a peri-procedural risk. If a Pipeline™ Flex embolization device has already been implanted
successfully, there is no increased risk to patients due to the issue. Those patients with an implanted
device should continue with their normal course of treatment.

Product Scope:

All models of the Pipeline™ Flex embolization device lots with a Use-Before date on or after 210CT2022 are
affected by the issue. Refer to Attachment 1 for specific affected product lot numbers.

Product Names, Manufacturer’'s Product Number/Catalog Number

Unique Device Identifier

(if applicable)

Pipeline™ Flex PED-250-XX, PED-275-XX, PED-300-XX, PED-325-XX, PED-350-XX, PED-375-XX,
Embolization Device PED-400-XX, PED-425-XX, PED-450-XX, PED-475-XX, PED-500-XX

Pipeline™ Flex PED2-250-XX, PED2-275-XX, PED2-300-XX, PED2-325-XX, PED2-350-XX, PED2-
Embolization Device 375-XX, PED2-400-XX, PED2-425-XX, PED2-450-XX, PED2-475-XX, PED2-500-XX
with Shield

Technology™

Page 1 of 5



Required Actions:

Our records show that your facility has received one or more lots of the affected products. Lot Numbers of
the affected product are listed in Attachment 1. Consequently, Medtronic requires that you immediately take
the following actions:

1. Do NOT use any affected product. Remove and quarantine all unused affected products in your
inventory.

2. Return the affected products to Medtronic. Your Medtronic representative can assist in
facilitating the return of product as necessary. If alternative product is needed, your Medtronic
representative can assist you with identifying suitable replacement product.

Medtronic has taken the necessary steps to prevent future shipment of the affected product.

Please share this communication within your organization, with other organizations where affected devices
have been transferred, and any other associated organizations that may be impacted by this action.

Please maintain a copy of this letter for your records.
The Competent Authority of your country has been notified of this action.

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 Medtronic representative.

Sincerely,

Local /BU Manager

Enclosure: Attachment 1: Affected Product Model Numbers and Lot Information
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Attachment 1 — Affected Product Model Numbers and Lot Information

Product Names,

Unique Device Identifier

(if applicable)

Manufacturer’s Product Number/Catalog Number

Pipeline™ Flex
Embolization Device

PED-250-XX, PED-275-XX, PED-300-XX, PED-325-XX, PED-350-XX, PED-375-XX, PED-400-XX,
PED-425-XX, PED-450-XX, PED-475-XX, PED-500-XX

Pipeline™ Flex

PED2-250-XX, PED2-275-XX, PED2-300-XX, PED2-325-XX, PED2-350-XX, PED2-375-XX,

Embolization Device with | PED2-400-XX, PED2-425-XX, PED2-450-XX, PED2-475-XX, PED2-500-XX

Shield Technology™

Product Lots Impacted
A918616 A920071 A922016 A922688 A924194 A925293
A918617 A920072 A922017 A922690 A924197 A925295
A918618 A920073 A922018 A922691 A924198 A925296
A918619 A920074 A922020 A922692 A924199 A925297
A918620 A920075 A922021 A922693 A924638 A925298
A918621 A920076 A922022 A922694 A924640 A925299
A918622 A920078 A922480 A922695 A924641 A925300
A918623 A920079 A922481 A922697 A924642 A925913
A918624 A920902 A922483 A922698 A924643 A925914
A918625 A921354 A922484 A922699 A924644 A925915
A918626 A921355 A922571 A923951 A924645 A925917
A918628 A921356 A922572 A923956 A924646 A925918
A918665 A921357 A922575 A923959 A924647 A925920
A918667 A921358 A922597 A923960 A924648 A925923
A918668 A921359 A922598 A923963 A924650 A925926
A920066 A921360 A922599 A923967 A925289 A925928
A920068 A921361 A922600 A923968 A925290 A925929
A920069 A921362 A922601 A923969 A925291 A925930
A920070 A921363 A922687 A924193 A925292 A925931
A926530 A927839 A929894 A932610 A934806 A936514
A926531 A927840 A929896 A932611 A934807 A936515
A926532 A927841 A929897 A932612 A934808 A936516
A926533 A927842 A929898 A932613 A934809 A936517
A926536 A927843 A929901 A933706 A935182 A936518
A926537 A927844 A929902 A933707 A935184 A936519
A926538 A927845 A929903 A933709 A935480 A936520
A926625 A927847 A929904 A933710 A935481 A936522
A926626 A927848 A929906 A933781 A935482 A936523
A926627 A927960 A929907 A933782 A935483 A936524
A926628 A927961 A931450 A933783 A935484 A937232
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A926629 A927962 A931451 A933784 A935486 A937233
A927827 A929704 A931452 A933785 A935487 A937234
A927828 A929705 A931453 A933786 A935900 A937235
A927829 A929706 A931454 A933787 A935901 A937236
A927830 A929707 A931455 A933788 A935902 A937237
A927831 A929708 A931456 A933789 A935903 A937238
A927832 A929710 A931458 A934499 A935904 A937239
A927833 A929711 A931459 A934500 A935912 A937240
A927834 A929713 A931460 A934503 A935913 A937241
A927835 A929714 A932604 A934504 A935914 A937242
A927836 A929716 A932605 A934505 A935916 A937645
A927837 A929717 A932607 A934506 A935917 A937646
A927838 A929893 A932609 A934805 A936513 A937647
A937648 A939138 A939624 A942157 A943676 A945206
A937649 A939139 A939625 A942159 A943677 A945207
A937650 A939140 A939626 A942160 A943678 A945208
A937651 A939142 A939627 A942161 A943680 A945209
A937652 A939143 A939628 A942162 A943682 A945210
A937653 A939144 A939629 A942163 A943683 A945438
A937654 A939145 A939630 A942164 A943684 A945441
A937655 A939146 A939632 A942165 A943686 A945445
A938289 A939148 A941306 A942166 A944241 A945447
A938290 A939151 A941307 A942167 A944242 A945450
A938291 A939154 A941308 A942168 A944244 A945451
A938293 A939611 A941309 A943052 A944245 A945452
A938294 A939612 A941310 A943053 A944246 A945454
A938295 A939613 A941401 A943054 A944247 A945455
A938296 A939614 A941403 A943056 A944249 A946108
A938297 A939615 A941404 A943219 A944250 A946109
A938298 A939616 A941405 A943220 A944251 A946110
A938299 A939617 A941406 A943222 A944253 A946591
A938301 A939618 A941407 A943321 A944254 A946592
A939100 A939619 A941409 A943322 A944255 A946808
A939101 A939620 A941410 A943324 A944256 A946811
A939103 A939621 A941411 A943326 A944257 A946813
A939104 A939622 A941415 A943672 A945204 A946815
A939137 A939623 A941417 A943674 A945205 A946816
A946817 A948121 A950329 A952145 A952684 A953921
A947150 A948122 A950332 A952146 A952685 A953922
A947151 A948123 A950333 A952147 A952686 A953924
A947152 A948124 A950335 A952148 A952687 A953925
A947153 A948125 A950337 A952149 A952688 A953926
A947154 A948126 A950341 A952150 A952689 A953927
A947155 A948127 A950344 A952153 A952690 A953929
A947396 A948128 A950346 A952154 A952692 A953930
A947397 A948129 A950753 A952155 A952693 A954177
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A947398 A948130 A950754 A952156 A952694 A954178
A947399 A948131 A950755 A952157 A952695 A954180
A947400 A949486 A950756 A952483 A952696 A954181
A947401 A949487 A950757 A952484 A952697 A954182
A947402 A949488 A950758 A952485 A953289 A954185
A947403 A949489 A950759 A952486 A953290 A954186
A947405 A949490 A950760 A952487 A953291 A954187
A947407 A949491 A950941 A952488 A953292 A954188
A947408 A949492 A950942 A952489 A953294 A954189
A948115 A949493 A950943 A952490 A953295 A954190
A948116 A949494 A950944 A952491 A953296 A954191
A948117 A949495 A950945 A952497 A953297 A954192
A948118 A949496 A950946 A952498 A953298 A954193
A948119 A949497 A950947 A952499 A953919 A954194
A948120 A950324 A952144 A952500 A953920 A954195
A954514 A954796 A956507 A957480 A954535

A954515 A954797 A956508 A957481 A954793

A954516 A954798 A956509 A957483 A954794

A954518 A954799 A956510 A957484 A954795

A954519 A954801 A956511 A957485 A956502

A954520 A954802 A956512 A957486 A956504

A954521 A954803 A957173 A957488 A956505

A954522 A954804 A957175 A957490 A956506

A954523 A954805 A957176 A957492 A957476

A954524 A954807 A957270 A958533 A957477

A954525 A954809 A957271 A958534 A957478

A954526 A955938 A957272 A958535 A957479

A954527 A955939 A957273 A958536 A959339

A954528 A955940 A957274 A958537 A959341

A954529 A955943 A957282 A958538

A954530 A955944 A957461 A958539

A954531 A955945 A957470 A958540

A954532 A955946 A957472 A958542

A954533 A955947 A957473 A958543

A954534 A955948 A957475 A958547
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