Medtronic

60 Middletown Avenue
North Haven, CT 06473
www.medtronic.com

URGENT FIELD SAFETY NOTICE
Covidien Emprint™ Percutaneous Antenna with Thermosphere™ Technology

August 2017

Attention: Risk Management Director and O.R. Materials Management

Medtronic Reference: FA781

Dear Valued Customer:

The purpose of this letter is to advise you that Medtronic is voluntarily recalling all Covidien Emprint™

Percutaneous Antennas with Thermosphere™ Technology.

IssueDescription:

This Field Safety Corrective Action (FSCA) is being conducted following six (6) customer reports of the ceramic
trocar tip of the Emprint™ ablation antenna disengaging from the needle shaft post-ablation. Tip disengagement
can result in the ceramic trocar tip remaining in the patient presenting a risk of latent migration and potential
damage to adjacent tissue. Four of the complaint reports indicate that the trocar tip was not retrieved.

This FSCA affects only the item code and lots listed below.

Item Item Lots Expiration
Code Product Description Code Product Description bea?tr;:ng Date
L m Emprint™ Percutaneous
CA15L1 E:‘tz::?; w:?cﬁr%'ﬁzar?neg:;h ere™ | CA15L2 | Antenna with Thermosphere™
Technology, Short (15 cm) Technology — Reinforced
Antenna, Short (15cm)
— S5L November 2017
Emprint™ Percutaneous Emprint _Percutaneous ™ th h through
CA20L1 Antenna with Thermosphere™ CA20L2 ﬁgziggfowmh gzﬁ]rfngrocse%here rSo7uGg July 2019
Technology, Standard (20cm) 9y
Antenna, Standard (20cm)
Emprint™ Percutaneous Emprint™ Percutaneous
CA30L1 Antenna with Thermosphere™ CA30L2 | Antenna with Thermosphere™
Technology — Reinforced
Technology, Long (30 cm) Antenna, Long (30 cm)

Medtronic is requesting that you quarantine any remaining inventory of the item codes detailed above. Unused
products from the affected item codes should be returned as described in the Required Actions section below. If
you have distributed the Covidien Emprint™ Percutaneous Antenna devices affected by this recall to other
persons or facilities, please promptly forward the information from this letter to those recipients. All units must
be returned.
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Medtronic

Required Actions:

1. Please quarantine and discontinue use of the affected item codes and lots listed on page one.
2. Please return affected product as indicated below.

Customer
Customer with inventory with zero Where to send the completed form
inventory

Please complete the

attached Returns

Verification Forminits

entirety. Complete
P}Jrchased Upon rec.elvmg yourform, form and E-mail or fax the completed form to the
directly from Medtronic Customer Care check the box . .

. . . e e m Medtronic contact provided on the
Medtronic will contact you to organize | indicating “no ) .
. . verification form.

the return of your products. | inventory

You will receive credit for

unused device(s) that you

return.

Complete all fields on the Complete
Purchased form and contact your formand E-mail or fax the completed form to your
froma distributor directly to check the box | Distributor & to the Medtronic contact
distributor arrange for return of indicating “no | provided on the verification form.

product inventory”

This action is being taken with the knowledge of the [Insert name of local Competent Authority]. Please
maintain awareness on this notice and resulting action for an appropriate period to ensure effectiveness of the
corrective action. We request that you contact Medtronic if you experienced quality problems or adverse events.

We apologize for this inconvenience. If you have any questions or concerns, please do not hesitate to contact
your Medtronic representative at XXX-XXX-XXX.

Sincerely,
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Attachment A

"IE J covibiEN™

Emprint”

Item #

CA15L1<

REF

Short Percutaneous Microwave Antenna

Large Spherical Ablation Zone
15cm

Antenne micro-ondes

percuta née courte
Large zone d’ablation

Karze perioatane Mikrowellenzntenne GroBer spharischer blationsbersich
Antena corta de micoendas perostanea Jona grande de ablacion esférica
Antenna & microande percutanes corta Zona di ablazions sfenca ampia
Antena de micreendas peroutanea ourta Zona de ablapio esfénica grande
Kot perlastzn mikrovagsantenn Stort skt abbonsomrade

Kate perostane microqolfantenne Grote sferische ablatierane

Feporkan wpemnsnas aHTensa AnA (BY-afmsumn Bonbinan ofepweeman
30H3 HnALHE

ARSRRERE ANEmARE

Kriitka periutanni mikroviana anténa Welld kuboviti ablztni 2éna

Kaat, perioatan milrobalgeantenne Stort, kagleformet ablabonsomiads
Lithike perrtaanne mikrodaineantenn Suur sfdriine ablatsisonitsoo
Lyhyt perinrtaaninen mikrozatteantenni S ympyranmstoinen ablzatisake:
Mowepi) gy Kepata Muspowsydruy Meyain Igapuc) fivn Kovihu o
Riwid percutan mileroballimd antenna gomb alakd abliciés réna
FE AN SEZCT SHEL A0S 7Y 38 99
Trumpsa posdiné mikrobangy antenz Didel sferinés abliadjos zoma
Antenna Wicrowave Perkstanea (asira Tona tal-Asportarsjoni Sherika Kbira
Kaat perastzn milrobelgeantznne Mot siznk ablasjrsomride

Kritha przezskira antena mikofakowa Duza strefa abladji
Kratka mikravlnovd peritinna antena Velka sfénda ablatna 2ona

Ke=a Perkirtan Milredalga Anteni Buyak Sferik Ablasyen Zona

WA RS BECARE

Lot

—> [io7

g Lise by
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