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- URGENT FIELD SAFETY NOTICE

ATTENTION | Operating Room Director and Materials Management

TYPE OF URGENT DEVICE RECALL

ACTION

REF / DATE | ER320-2013-04 and ER320-2013-04PP / 26-April-2013

PRODUCT Ethicon Endo-Surgery (Ethicon) is initiating a voluntary recall for LIGACLIP® 10 mm M/L
Endoscopic Rotating Multiple Clip Appliers (ER320)

DEVICE The recall involves the following product codes:

DETAILS

Device Full Name Product | Affected
Codes Expiration Dates

LIGACLIP® 10 mm M/L Endoscopic Rotating Multiple | ER320 2016-11 to 2018-03
Clip Appliers

The recall involves the following FLEX TRAY™ Procedure Delivery System product
codes containing affected ER320 product:

EES Flex Tray Product Procedure Pack Product Affected
Description Code Expiration Dates
Laparoscopic FNC42XL, KBC17XL, 2016-12 to 2018-02
Cholecystectomy Pack KNC60XL, KNC61XL,

TNC20XL, TNC69XL, XCB57S,
XCC50S, XCC51S, XCD50S,
XCD51S

This recall involves the following Procedure Packs product codes, containing affected
ER320 product:

Procedure Pack Product Affected
Procedure Pack Name Code Expiration Dates
Laparoscopic LCHC13, LCHC15, LCHC16,
Cholecystectomy Pack LCHC17, LCHC21, LCHC23,

LCHC24, LCHC25, LCHC26,
LCHC27, LCHC28, LCHC29,
LCHC30, LCHC32, LCHCS36,
LCHC38, LCHC39, LCHC42,

LCHC43
Laparoscopic LCHCB2, LCHCB3, LCHCB4,
Cholecystectomy (BASX) Pack | LCHCB6 ALL
Laparoscopic Urology Pack LURO1
Laparoscopic Colon Pack LCOL40, LCOL41, LCOL42
Laparoscopic Gastric Bypass
Pack LGBP233, LGBP80, LGBP91
Laparoscopic Nephrectomy
Pack LNPH11, LNPH14
Laparoscopic Sleeve
Resection Pack LSR62

This voluntary recall does not apply to the LIGACLIP® 12mm Large Endoscopic
Rotating Multiple Clip Applier (product Code ER420).

Please use the Product Identification tool in Attachment A & B for detailed descriptions of
the affected products within the specified expiration dates and for images to help identify
affected products and procedure packs.
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URGENT FIELD SAFETY NOTICE

See Attachment C for a detailed list of product codes that can be used for
substitutions.

REASON

Ethicon Endo-Surgery is initiating a voluntary recall for LIGACLIP® 10mm M/L
Endoscopic Rotating Multiple Clip Applier (ER320) due to potential clip formation and
feeding issues which may result in improper clip formation and insufficient occlusion of
the vessel or other structure.

This voluntary recall involves product code ER320 and/or Procedure Packs and/or
FLEX TRAY™ Procedure Delivery Systems containing product code ER320 within the
noted expiration dates.

ACTION

We need your help in ensuring that all affected products are located, accounted for,
and returned to [Affiliate Name].

EFFECTIVE IMMEDIATELY — DO NOT USE AFFECTED PRODUCT CODE
ER320 AND/OR PROCEDURE PACKS AND/OR FLEX TRAY PROCEDURE
DELIVERY SYSTEMS CONTAINING PRODUCT CODE ER320 WITHIN
THE EXPIRATION DATES NOTED IN ATTACHMENT A & B.

1) Examine your inventory immediately to determine if you have affected product on
hand and remove the affected product.

2) Fill out the Business Reply Form and return it back to [Affiliate Name] within 3
business days, even if you do not have affected product. If you have product to
be returned, keep a copy of this form for your records.

3) To return affected product, enclose a copy of the Business Reply Form with the
product, and use the pre-paid shipping label to return to:

[Affiliate Name / Affiliate Address]

Your Sales Representative is available to provide assistance in the completion of
this voluntary recall if you should request help.

TRANS-
MISSION

Please share this information with all of the appropriate staff at your facility and any
other organization where the product has been transferred.

CONTACT

[Affiliate Name] will process your product return and issue a credit/replacement upon
return of the product and the Business Reply Form.

If you have additional questions about this action, please contact your Sales
Representative or call [Affiliate Name].

We apologize for any inconvenience this will cause you, but rest assured it is our utmost
intent to make this process as easy for you as possible.

CONFIRM-
ATION

The Field Safety Action is being conducted with the full knowledge of the U.S. Food and
Drug Administration (FDA) and EU National Competent Authorities
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Attachment A REF:

ER320- 2013-04

ATTACHMENT A

Product Identification Tool
LIGACLIP® ™10 mm Endoscopic Rotating Multiple Clip Appliers (ER320)

This tool will help customers identify the impacted expiration dates of product using package
labels. This document applies to the secondary (single unit carton), Tyvek® primary (lidstock),
and tertiary (sales unit) labels of the following product codes:

Device Name

Product Code

Affected Expiration Date

LIGACLIP® Endoscopic Rotating
Multiple Clip Applier

ER320

2016-11 to 2018-03

EES Flex Tray Product
Description

Procedure Pack Product
Code

Affected Expiration
Dates

Laparoscopic Cholecystectomy
Pack

FNC42XL, KBC17XL,
KNC60XL, KNC61XL,
TNC20XL, TNC69XL, XCB57S,
XCC50S, XCC51S, XCD50S,
XCD51S

2016-12 to 2018-02
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Attachment A REF:

ER320- 2013-04

SALES UNIT CARTON (Secondary Label)

FRONT and DISPENSER PANELS
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P " Attachment A

REF:

ER320- 2013-04

SALES UNIT LABEL

(Found on a Panel of Individual Carton)

ETHICON ENDO-SURGERY, LLC Guaynabo. Puerto Rico 00969 USA
Assembled in Mexico

Coueled by one or more of the following US Patents:
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SHIPPER UNIT LABEL

ETHICON ENDO-SURGERY
agohmvnngoﬁmo‘n company

Assembled in Mexico

PROD CODE: ER320 39

c € P40052P0Z
0123

Expiration Date

Affected Product:
See Table Above

Product Code

CASE CONTENTS: 4 BOXES
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Expiration Date

Affected Product:
See Table Above

Page 3 of 6



ETHICON

it o e (ohwonalehmon ramiy or companies

Attachment A

REF:

ER320- 2013-04

Tyvek® Single Unit Package

Expiration
Date

Affected

Product:

See Table
Above

% ETHICON ENDO-SURGERY, uc

00469¥S6Y

LIGACLIP 10-ML

10 mm Endoscopic Rotating Multiple Clip Applier
Contains 20 Medium-Large Titanium Clips

D0-SURGERY BEES, LLE 2012
Gsaynabo, Puerto o 10989 LS Assembled in Mexico

Multi-applicateur de clips rotatif endoscopique (10 mn1)
Contient 20 clips titane moyens-larges

Endoskopischer drelharer Multi-Clinapplikator (10 mm)
mit 20 mitteigrofen Titanclips

Applicaiore mulliplo endoscopico di clip con stelo rotarte (10 mm)

Contigne 20 clip in titanio medio-grandi

Aplicador Endoscdpico Rofativo de Clips Miltiplos (10 mm)
Contém 20 clips em titdnio médio-grandes

Endoaplicador de clips miltiple rotatorio (10 mn)
Contiene 20 clips de titanio intermedios

Endoscopische roterende multiple cliptang (10 mm) ‘
Bevat 20 medium-large titanium clips k
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rer ER320

Product
Code
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Attachment A

REF:

ER320- 2013-04

FLEX TRAY LABEL

Steriized by iradiation. Steriity Guarantsed Uniess Package Opened or Dams Do Not
i Redora’ . s REF
o SR r Nl LT ¥ L ) e s TNCGSXL
e" a‘
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Boite pour Cholecystotomie Frangais
'— 5DCD 1 ODissecteur Courbe de Smm avec Raccord de Cautérisation Monopolaire ENDOPATHE
m 50CS 1 Ciseaux Courbes de Smm avec Racoord de Gauterisation Monopolaire ENDOPATHE
o 5DSG 2 Dispositif de Préhension de Smm avec Poignée & Cliquat ENDOPATH®
—| BIILT 1 Trocan sans lame ENDOPATH® XCEL ™avec chemise de stabilité, 11 mm de diametre - 100 mm de long
BSLT 1 Trocart sans lame ENDOPATH® XCEL ™avec chemise de stabilité. 5 mm de diamétre - 100 mm de long P ———
o CB5LT 1 Chemise siriée universelle pour frocart ENDOPATHID XCEL ™- & mm de diameter, 100 mm de.
] ERds0 1 i Arphiaest e Cips et Endoscopiaus LGACLIRG, 0 Cips do Lgene Téane Moyere Larges
ﬁ ; Hi12LP 1 Trocart & pointe mousse ENDOPATH® XCEL™- 12 mm de diamétre, 100 mm de long
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2
1=}
=}
o
=

%01

)

022"
.09+

%08

Cholecystectomy Tray
c E oxn 5DCD 1 ENDOPATH® 5 mm Curved Dissector with Monopolar Cautery
C€un 50CS 1 ENDOPATHE S mm Gurved Scissors win Monopolar Gautery
c E own 5DSG 2 ENDOPATH® 5 mm Grasper with Ratchet Handle
( E mz: B1ILT 1 ENDOPATH® XCEL™ Bladeless Trocar with Stability Sleeve, 11 mm diameter - 100 mm length
( E P NDOPATH® XCEL™ Bladeless Trocar with Stability Sleeve, 5 mm diameter - 100 mm length

ENDO)ATH® XCEL ™ Universal Trocar Stability Sleeve - § mm Diameter, 100 mm Length

IGACLIP® Endascopic Rotating Multiple Clip Agpl

20 Medium-Large Titanium Ligating Clps

CEos ny

1 ENDOPATH® XCEL™ Blunt Tip Tracar - 12 mm diameter. 100 mm length

English

Product
Code

Expiration
Date

Affected
Product:

See Table
Above
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Attachment A

REF: ER320- 2013-04

SHIPPER LABEL

Contains Products Assembled in Mexico and/or Made in USA

PROCEDURE: Cholecystectomy Tray
PROD CODE: TNC69XL

MOD CODE: 43
CONTENTS: 1 BOX (3 EACH)

Authorized Representative; Ethicon Endo-Surgery (Europe) GmbH,
Hummelsbutteler Steindamm 71, 22851 Norderstedt, GERMANY
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Product
Code

Expiration
Date

Affected

Product:

See Table
Above
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Attachment B

REF:

ER320-2013-04PP

ATTACHMENT B

Procedure Pack Product Codes and Expriy Date List

Affected Expiration

Procedure Pack Name Procedure Pack Product Code Dates
Laparoscopic Cholecystectomy LCHC13, LCHC15, LCHC16,
Pack LCHC17, LCHC21, LCHC23,
LCHC24, LCHC25, LCHC26,
LCHC27, LCHC28, LCHC29,
LCHC30, LCHC32, LCHC36,
LCHC38, LCHC39, LCHCA42,
LCHC43
Laparoscopic Cholecystectomy LCHCB2, LCHCB3, LCHCB4,
(BASX) Pack LCHCB6
ALL
Laparoscopic Urology Pack LURO1

Laparoscopic Colon Pack

LCOL40, LCOL41, LCOL42

Laparoscopic Gastric Bypass
Pack

LGBP233, LGBP80, LGBP91

Laparoscopic Nephrectomy Pack

LNPH11, LNPH14

Laparoscopic Sleeve Resection
Pack

LSR62
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Procedure Pack Identification Tool

This tool will help customers identify the affected product using package labels. This applies to
Procedure Pack Sales Unit Carton Label. EXAMPLE: Lap Choecystectomy Pack, product code
LCHC17

Sales Unit Carton Label - LCHC17

L

PRODUCT CODE

\ 4

| LcHc17 | Lap Cholecystectomy Pack |

Qty | Product
Code Product Description Aseymﬁm;mu;e

1 B12LT ENDOPATHE XCEL™ Blodsless Trocarwith tabily Sleeve - 12 mm i
Trocart sans ilité - 12 mm da diamétra, 100 mm da lang
Ceum ENDOPATH XCEL™ Badaless Trakar chine Klinga mit profletar Hilsa - 12 mm Durohmazsar, 100 mm Lings
BIDWI'H@KEL"‘ Trocar senzn lame con cannuls di stabilis - dametro 12 mm, lunghezz 100 mm
Trocarts sem - 12 mm de diSmetro, 100 mm da compriments
BIDMI'H@KKSL"‘ Tréear sin hojs con canula dn-ﬁ:uhdnd 12 mm do didmatro, 160 mm da longitud
- 12mm diametsr, 109 mm lengts

1 CB12LT ENDOPATH® XCEL™ Universal Trocar Stability Sleeve - 12 mm Diametar 100 mm Length
,’\\ Charriss striés universalls pour trocart ENDOPATHE XEEL™ - 12 mem da diamstss, 100 mm da long

CEmm i nmﬁlnr-” l-Trekarhiilsa - 12 mm 100 mm Langs.
7oy Cannuda di stail ™ _ dioemetra 12 men, nghszz 100 mm

Canul rivarealda catailzapsa o trooaria ENDOPSTHE XCEL™ - 12rmr dacimatr, 100 mm s comprirsnta
3 | o urivareal da catabilzncién dlrécar ENDOPATHIS YCEL™ . 12 mm d ot 100 men e longitul
™ Universala di 12 mm, lengts 100 mm

1 BSLT . ENDOPATHE XCEL™ Bldeless Trocar with Stabily Sleev, 5 mn diametor - 00 um ength
- \\ Trocart sana ilitg, & mm de di 100 mm da lang
CENH ENDOPATH® XCEL™ Bladoless Trokar chne Klinga mit profilierter Hilse, & mm Durchmesser - 100 mm Linge
“-"'J '.‘:.-‘a ENDOPATH® XCEL™ Trocar senan lama con cannula di stabilih, diamstro & mm - lunghezzs 100 mm
"y, ™ Trocarts sam & mm da didmatro - 100 mm da compriments
: BIDMI'H@KCEL"‘ Trécar sin hoja con cénula do sstabilidad, & mm de dismetro - 100 mm ds lengitud
i & mm di - 100 mm lenge

1 CBELT ENDOPATH® XCEL™ Univarsal Trocar Stability Slaeve - 5 mm Diametar 100 mm Langth
Chemise siriée univenselle pour trocart ENDOPATHE XCEL™ -5 mm de diameter, 100 mm de long
CEnm .."é P nmﬁlnr-” |- Trekarhiilss - & mm 100 mm Lings
‘]J Q"Q Cannula di il ™ _ dismetro & lunghazzs 100 mim
‘»%Q\ Canula universal ﬁ-ﬁ:huﬂu do trecarie ENDORSTHE XCEL™ -5 mm de diimeiro, 100 mm de comprimento
. Canuls univarsal da sstabilizsoidn dnlmurE\lDWl'H@KﬂEL"‘ 5 mm da didmatro, 100 mm da longiud
™ Universala diamater & mm, langts 100 mm

1 | POUCH ENDOPOUCH™ RETRIEVER™ Specimen Retrieval Bag, 10 mm
Sa0 da Prélzuement d Echantilon ENDOPOUCH™ RETRIEVER'™, 10 mm
CCu= Q/QA ENDOPCUCH™ RETRIEVER™ Probansammelbsutsl, 10mm
Saccha oo campices do 1 mm ENDOPOUCH™ BETRIEVER"™
Balea & LUCH™ 1o mm

Balea para recogida e sapscimenss ENDOPOUCH™ RETRIEVER™, 10 mm
@ ENDOPCUCH™ RETRIEVER™ spacimen-varwidsrzak, 10 mm @

1 ER320 UCACLIP® Endoscopic Rotsting Multiple Clip Applisr 20 Medium-Large Titsnium Ligating Clips
Muli-Applicatsur o Clips Rotatf Endoscopiue LIGACLIFS, 20 Clips da Liganurs Titans Moyens Larges
CEnz LIGAEL ikt 20 mitelgrofia Titan.Ligaturalips

Appicatars multiplo endascopico di olip oon sisla rtants LIGACLIFE, 20 dip di legaiura mediegrand in titanio
Aplieador Endoscépico Ratativa de Clips Miltiplos LIGACUIPS, 20 Clips da Laqueagsa em Titdrio Médio-Grandes
Endaaplicador da dips mihipls ratatoria LIGACUPE, 20 dips da ligadurs da fitanio intsmadio-grandss
LIGACLIP® Endescopisohe rowrends muliipls olip applisr, 20 medium-largs titanium ligssrolips

Assembler;

PRODUCT CODE

|  Hummelbliicler Seindamm 71

D-22851 Norderstedt, Germany
LOT NUMBER

Refer to single procedure pack components
to identify legal manufacturer and sterilizafion
method.

X-el PROCEDURAL

ACCESS SYSTEM

LUROTALAT01 / CO-0018482
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ETHICON Business Reply Form REF: ER320-2013-04; ER320-2013-04PP
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Your timely response to this recall notification is requested. Please fill out and mail or fax this form to
[Local Affiliate Address and Fax number] within 3 business days even if you do not have product
to return. If you have affected product to return, please make a photocopy of your completed
Business Reply Form and enclose with your return. Thank you for your cooperation.

[ 1 No, we do not have affected product for return.

[ 1 Yes, we do have affected product for return (complete list below).

Lot Product Units
Number | Code Product Description on Hand

Name/Signature/Date

Facility Name

Customer Number
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