Medtronic

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

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™

URGENT FIELD SAFETY NOTICE

Covidien Emprint™ Percutaneous Antenna with Thermosphere™ Technology

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 Lo Expiration
Code Product Description Code Product Description be%;?tr;‘mg Date
— Emprint™ Percutaneous
CA15L1 f\?\l@ﬂﬁi wiﬁr?rj\tear:fg:;h ere™ | CAI5L2 | Antenna with Thermosphere™
Technology, Short (15 cm) Technology — Reinforced
! Antenna, Short (15cm)
— S51 November 2017
Emprint™ Percutaneous Emprint Percutaneous ™ th h through
CA20LL | Antenna with Thermosphere™ CA201.2 é\gziﬂgfogﬁ lgﬁ]rfn; :)ci%here rso7u(t_:;J July 2019
Technology, Standard (20cm) 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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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.urchased Upon rec.elvmg your form, formand 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 form and 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 Saudi Food and Drug 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 mohamed.el-ghor@medtronic.com.
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Attachment A

"IE J covIDiEN™

Emprint”

Short Percutaneous Microwave Antenna

Large Spherical Ablation Zone
15m

Antenne micro-ondes

percutanée courte
Large zone d’ablation

Karze perioatznz Mikroweflanzntenns GroBer sphanischer Ablationsbersich
Antena corta de micosndas perastanea Zosa grande de ablagon esfénica
Antenna a microende perautanea corta Zona di ablazions sfenca ampia
Antena de microondas percutinea curta Zona de ablagdo esférica grande
Kart periostzn milrovigsantenn Stort sfarsit ablationsomrade

Karte perautans maregolfantenne Grote sferische ablatiezone

Kepornas wpecumnas anvenna Ann (BY-abfwaum Benbiag chepwancian
30H3 A0NAY WA

HARSEMERSE ANRMHRE

Kratka perhstanai mikroviona anténa Yelki kulovita ablatni 2éna

Kart, perinstan milrebelgeantenne Stort, lagleformet ablationsomrade
Luhike periastaanne mikrolaineantenn Suur sfaanine ablatsconitsoon
Lyhyt perkutaaninen mikrozaitoantenni Swan ympyranmastomen ablaatioaks:
Nexpr) Madeppincg Kepala Muxporeparuv Meyakn Loapncy Ziv Karahvosg
Rovid percutan mikrobefiima antenna Nagy gomb alaled 2blaciés zéna
RS 30 I 2L gL} s P I8 99
Trumpa pos<iné mikrobangy antena Dided: sferinzs abliagijos 2003
Antenna Microwave Periastanea Qasira Zona tal-Asportazzjen Sferika Kbira
Kart periastzn mikrobelgeantzane Stort stzrsk ablasjomsemrade

Knitka proezskorna antna mikrofalowa Duza sferyczea strefa ablagji
Kratka milrovinova perkutanna anténa Vel sféncid ablatnd 20ma

Kisa Perkirtan Mikredalga Anteni Buysk Sferik Ablzsyen Zosw
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