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- Implant, active, temporary, external pacing lead, FEP13E and FEP15E
- Trade Marl:: Ethicon Inc. A Jhonson & Jhonson Co.
- Local Representative: Intermedic
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- Implant, active, temporary, external pacing lead, FEP13E and FEP15E
. Trade Mark: Ethicon Inc. A Jhonson & Jhonson Co
- Local Representative: Intermedic
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- - Trade Mark: Ethicon Inc. A Jhonsca & Jhonson Co.
- Local Representative: Intermedic

Ay ) S e 5 poleall y adl e oy

Medicine and Health Care Products Regulatory Agency ('UK) MHRA

0580l il i B QA dga g 2o (Al Asbiadl AS,AN e polall dua gl
il paan o 3000 230 prend aSia ga i ¢ odke]

s ; 5y

aieaall 46,5 e 3 plalt e gl -
C"‘Ju"‘JE"b?]“Jsl" -
aglall CLLDLLY -




ETHICON

URGENT - FIELD SAFETY NOTICE
Temporary Cardiac Pacing Wire, FEP13E, FEP15E
Multiple Lots (see enclosed list)
VOLUNTARY PBODUCT RECALL

October, 2012
Dear Customer:

PLEASE DISTRIBUTE THIS INFORMATION TO ALL STAFF WITHIN YOUR DEPARTMENT
WHO USE THE ABOVE LISTED PRODUCTS

Johnson & Johnson International is voluntarily recalling multiple lots of\Temporary Cardiac
Pacing Wire due to the potential presence of silicone on the blue coating of the stainless steel
device. Please see the attached list of recalled product codes and ot numbers (Attachment 1).
We have not received any reports of adverse events related to this issue. We can confirm that
the appropriate Con.petent Authorities, including the UK MHRA, have been notified of this

action.

As a precautionary measure, we are requesting that customers immediately discontinue use of
Temporary Cardiac Pacing Wire from the list of product codes and lot numbers attached. This
recail is limited to the product codes and fots listed in Attachment 1. No other product should be
returned. Piease refer to Attachment 2 for additional information and photographs illustrating
how you should check your product inventory to determine whether or not you have any product
impacted by this voluntary recall.

PLEASE NOTE : This voluntary recall is limited o the product name, product codes and
lot numbers included in the enclosed list, Attachment 1. Please refer to Attachment 2 for
additional information and photographs illustrating how to check your product inventory

to determine whether or not you have any product impacted by this voluntary recall.
OTHER PRCDUCT CODES AND LOTS ARE NOT INCLUDED IN THIS RECALL

If you are in possession of product labelted with affected product codes and lot numbers you
should discontinue its use immediately. Remove the recalled product from your inventory and
return it according to the instructions provided below.

¢ Immediately quarantine any of the recalled products listed in attachment 1 from your
inventory (Pt.ysical quarantine — cage or other suitable restriction to accass)

Please complete the enclosed Recall Reply Form providing details of the recalled product you
have identified and either fax to 01506 594626 or e-mail a scanned copy to
complaints@ethgb.jnj.com . Please ensure the form is signed. Uplift of this product will then be
arranged by ETHICON and at ETHICON's cost. A credit will be issued for any affected product
returned.

a division of JOHNSON & JOHNSON MEDICAL LIMITED

PO Box 1888, Simpson Parkway, Kirkton Campus, Livingston, EH54 0AB
Tetephone: 01506 594500 Fax: 01506 460714 www.ethiconproducts.co.uk Reg No. SC 132162
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Any-identified recalled product should be addressed for return to the following address within 20
days:

The Complaints Team . .
ETHICON Products Division

Johnson & Johnson Medical Ltd

Simpson Parkway

Kirkton Campus

Livingston, EH54 7AT

Plzase enclose a copy of the Recall Reply Form with the recziled product you are returning.

Flezse uisseminate this notice to those within your organizaior who needs to be aware of this
achion or to any organization where the potentially affected de ices have been transferred.

Thank you for your cooperation and immediate assistance.

Yours faihfully

Neil Harris
Marketing Director — UK and [reland

Tel: 01506 594609
complaints@ethgb.inj.com

Enclosures (2):
Attachment 1: List of Impacted Product Codes and Lots
Attachment 2: Photos for How to Identify Recalled Products
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a division of JOHNSON & JOHNSON MEDICAL LIMITED

PO Box 1988, Simpson Parkway, Kirkton Campus, Livingston, EH54 0AB
Telephone: 01506 594500 Fax: 01506 460714 www.ethiconproducts.co.uk Reg No. SC 132182




ETHICON

Qctober, 2012

URGENT VOLUNTARY PRODUCT RECALL
Temporary Cardiac Pacing Wire, FEP13E; FEP15E

Attachment 1

LIST OF CODES AND L.OTS INCLUDED IN VOLUNTARY PRODUCT RECALL
Note: The recall is limited to the codes and lot numbers listed below

Product Cod= ) Lot Number
FEP1SE DK2GGSPO
FEP15E - DK2DZZP0O
FEP15E DK2DPDPO
FEP15E DK2DDWPO
FEP13E DK2CWMPQ
FEP15E . DKZCMWPO
FEP15E DK2CGIPO
FEP13E DK2CCGPO
FEP13E DK2BTLPO
FEP13E * DK2BDDPO
FEP15E j BJ2DPGPO

' _ ’ )

a division of JOHNSON & JOHNSON MEDICAL LIMITED

PO Box 1988, Simpson Parkway, Kirkton Campus, Livingston, EH54 0AB
Telephone: 01506 594500 Fax: 01506 460714 www.ethiconproducts.couk Reg No. SC 132162
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URGENT VOLUNTARY PRODUCT RECALL
- Temporary Cardiac Pacing Wire, FEP13E, FEP15E

Attachment 2 : How to identify Recalled Product
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a division of JOHNSON & JOHNSON MEDICAL LIMITED

PO Box 1988, Simpson Parkway, Kirkton Campus, Livingston, EH54 0AB
Telephone: 01506 594500 Fax: 01506 460714 www.ethiconproducts co.uk Reg No. SC 132162




