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URGENT FIELD SAFETY NOTICE

Clearify™ Visualization System

October X, 2016

Attention: Risk Management Director and OR Materials Management

Dear valued customer:

The purpose of this letter isto'advise you that Medtronic is recalling specific production lots of item code 21-345,
Clearify™ visualization system.

ThisField Safety Corrective Action (FSCA) isbeing conducted due to the potential forcompromise of the package
resultinginabreachofthe sterile barrier: The use of productswith thispackaging defectmayincrease therisk of
infection. Therehavebeennoreportsofseriousinjuryassociatedwiththisissue.

We request that you quarantine and return anyunused products of the item/lots detailed below. Unused products
from the affected lots should be returned as described in the “Required Actions” section below. If you have
distributed the sterile Clearify™ visualization system products listed below, please promptly forward this letter to
those recipients. All unused products from the affected lotssmust be returned.

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

Item Product Affected Lot Prefixes and Lots
Code
Lots beginning with:
. o P4J, P4K, P4L, PAM, P5A, P5B, P5C, P5D;P5E, P5F, P5G, P5H, P5J, P5K, P5L, PSM,
Clearify™ Visualization
21-345 System P6A, P6B, P6C, P6D and lots P6EO016GX,P6D0049GX, PEEO050GX, PBEO051GX,
PBE0052GX, PBE0163GX, P6E0164GX, PEEO212GX

This action is being taken with the knowledge of [Insert local Competent Authority]. We request that you contact us
if you experienced quality problems or adverse events.

= Email Medtronic Regulatory Affairs at: XXXXX@Medtronic.com
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Required Actions:
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1. Please quarantine and discontinue use of the affected lots listed above.

2. Please return affected product as follows:

Customer with inventory

Customer with
zero inventory

Wheretosendthe completedform

Purchased
directly from
Medtronic

Please complete the
attached Returns
Verification Forminits
entirety.

Upon receiving your form,
Medtronic Customer Care
willcontactyoutoorganize
the return of your
products. You will receive
creditforunuseddevice(s)
that you return.

Complete form
and check the
box indicating
“no inventory”

E-mail or faxthe completed formto
the Medtronic contactprovidedon
the verification form.

Purchased from
a distributor

Completeall fieldsonthe
form and contact your
distributor directly to
arrange for return of
affected product

Complete form
and check the
box indicating
“no inventory”

E-mail or fax the completed form to
your Distributor & to the Medtronic
contactprovidedontheverification
form.

Weapologizeforthisinconvenience. Ifyouhaveanyguestionsorconcerns, pleasedonothesitatetocontactyour

Medtronic representative at (xxx) XXX-XXXX.

Sincerely,

Medtronic
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Attachment A

Distinguish affected product by Item Code and Lot Number

Item Code

-
COVIDIEN

|: : positive results for life"

/

1-345

TRER 2

Lot Number

XXX
/’ gum HOOOK-XK-XX

fCIearify"“

Visualization System

1
Wisualization System with Warming Hub, Microfiber
Cloth and Trocar Wips
téme de visualisation avec embase de chauffage,
50 & microfibres et essuie-trocart
sualisierungssystemn mit Aufwsdrmbnoten,
WMikrofasertuch und Trokarwischtuch
Bisterna di visualizzazione con attacoo termico, panno
in microfibra e tampone di pulizia trocar
isterna de visualizaddn con botén de alentamiento,
fic de microfibra ytrdcar de limpieza
isterna de Visualizagdo com Centro de Aquecimento,
ano de Microfibra e Limpadaor de Trocarte
Misualisatiesystesm met verwarmingselement,
microvezeldosk en trocartissus
Nisualiszringssystern med up
II'nikn:nﬁl:-e uk och troakart

1
pd

rmningsstation,
re

Vizualisri sﬁrshemn'edopfa'mni lacke,
rrikcrofibedu Ugvads.ewie‘ttilnokanlgsp

—
Puhdistusjdrjestelma,

rmikrokuituliing ja troal

{&I;on kuuluu I§mmitin,
ripuiklio
Eiomnpa ommkhs anewkivions pe Suvopga 8 ppmang
vl armd pupolves K pov e koo propcl Tpokd p
Systemn do wizualizadji z bazy podgrzewajacy, Sderecda
zmi bryi szhyftern do wycierania trokara
Isitrrm Gébekli, Miknofiber Bezli ve Trokar Temizeyicili
Gonintilerms Sisterni
CHCTENE BAZYAMMIALIMM CENoKM Noorpeea,
WARP G POBEIMIA CANPETHAMMA W mmﬁnmuucnm

Kapa
Vizualiza£nl systém s ohifvacim rozbodovalemn, litkou
zmikrovidkng a trolarowm tamponem

Képal kotd rendszer melegrtde?y'séggel. mikroszilas
mﬁdlﬁndﬁ\eléstrokint-rlwe

& ® A

| This productdoss  Singleuse ONLY  Donot Donotussif  Caution, consult

| niot contain natural resterilize package isopened  accompanying

\ rubber ktex o damaged docurnents
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