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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 resultin 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.

Iltem Item o Expiration
Code Product Description Code Product Description beglr_mlng Date
with
. Emprint™ Percutaneous
™
CA15L1 i:]tz:?]; Wif:.?.‘;g?ﬁg:;h ere™ CA15L2 | Antennawith Thermosphere™
Technology, Short (15 cm) Technology — Reinforced
Antenna, Short (15cm)
— S5L November 2017
Emprint™ Percutaneous Emprint™ Percutaneous through
CA20L1 . | CA20L2 | Antennawith Thermosphere™ through
Antenna with Thermosphere Technoloav — Reinforced S7G July 2019
Technology, Standard (20cm) 9y
Antenna, Standard (20cm)
Emprint™ Percutaneous Emprint™ Percutaneous
CA30L1 Antenna with Thermosphere™ CA30L2 | Antennawith Thermosphere™
Technology, Long (30 cm) Technology — Reinforced
’ Antenna, Long (30cm)

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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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
. . . Complete

Verification Formin its

Purchased . formand .
. entirety. E-mail or fax the completed form to the
directly from . check the box . .
. Upon receiving your form, e Medtronic contact provided on the

Medtronic . indicating "no . .

Medtronic Customer Care . . verification form.

. . inventory

will contact you to organize

the return of your products.

Compilete 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 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.

Sincerely,
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Attachment A

"IE J covibiEN™ EF|CA15L1< T tems

Emprint”

Short Percutaneous Microwave Antenna

Large Spherical Ablation Zone

. (-

Antenne micro-ondes | B
percutanee courte Sy e ) ]
Large zone d'ablation e

Varze: perdortzne Mikrowellenantenne GmBer sphanischer Ablationshereich
Antena certa de mianondas perostanea Zona grande de ablacin exférica
Antenna & microende percutanes corta Zona di ablazione derica ampia
Antenz de microendas peroutanes corta Zona de ablacdo esfénica grande

Kert perkartzn mikrovagsantens Sort skt abltonsemrade T“"L
Kerte perostane micrequlfantenne Grote sferische ablatienone DNL‘l"

Keparkan spemnmnas zHTeHHz ANA (BY-atinaume bonbiwas ofepweman

30H3 HnAYHA Singla usa Donat

M ERETE LNSEARE oo

Krithé periutinmimikrovimna anténa Yelli huloviti ablaéni 2éna "} ! c €

Kart, perbatan mikrebalgeantenne o, kegkformet ablabonsomnade t'j

Lishike perkertaanne mikrolaineantznn Suur saniine ablatsizonitioon Do not usa Conwe HDPE ez 0086
Lyhyt peritaaninen mikrozaiteantznni Soari ympyranmsstoinen ablastivake ke s o] ]

Minepr) ey Kepaka Maepowspriay Miep ik Egaipues Zine Karvibuon; g

Riovid percutan mikroheltimi antznna Nagy gamb alaki sblaciés péna :ll_ _h_u_ EELACK: 6 BT, 147 T TR T30, 14T £, 7 FB T4, T 3T 623 B IR0 53,

B2 30 2220 oEL HOR P 3H 9o £ H1A31 8 F1EA0 A, B

Trump poediné mikrmbangu antena Didelé sherinés abliadjos zon b e e e e O Marabekd MAI0ME, IS

Antennz Micrewae Pertartanea (asira Jona tal-Asportarrjeni Sferika Khire Bk ot el i B el P

Kert perlastzn milrobalgeantenne Stort stzrisk ablasjomsemride
Knitka prozzshirna antena mikofalowa Duza sferycna strefa ablagi
Kritka miknovinovd periutanna anténa Vel siEndd ablaina rina
K2 Perkirtan Milredalga Anteni Buyik Sferik Ablzsyen Tona
SRR BECRRE

Lot > g Use by
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