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12 April 2013 Return Receipt Requested

URGENT NOTICE: MEDICAL DEVICE RECALL
Synthes CMF MatrixNEURO Screws

Dear Sir/ Madam:

Synthes is initiating a voluntary recall of the below mentioned lots of the CMF MatrixNEURO due
to the possibility that clips on the screws may be incorrectly etched with the wrong length.

Each screw is packaged in a “clip” that has a laser etch corresponding to the length of the screw.
It has been reported that the etch on the clip does not correspond to the length of the screw.
There have been instances in which the screw was longer than the specified etch, as well as the
screw being shorter than the specified etch. Please note: there has not been any adverse event to
patient reported with use of these screws. In all cases of complaints received, there was no patient
involvement.

There is a remote probability that the presence of a screw that is packaged in the incorrect clip
holder will result in a serious adverse event, including death. There is a remote probability that a
medically reversible or transient adverse health event will result due to a screw being packaged in
the incorrect clip holder There is the potential specific to Matrix Neuro screws, where the incorrect
screw length being utilized may result in a life-threatening event for population at greatest risk
(Pediatric patients; Pediatric and adult patients with skull deformities/lesions; Patients with
previous diseases of the bone or bone metabolism resulting in bone mass reduction).

Synthes is requesting that you please examine your inventory for all products with the Part
numbers listed below. Synthes strongly_urges you to return the identified devices and
replacement product will be provided once it becomes available. However, due to the medical
importance of these products and the potential lack of readily available alternative products, a
secondary alternative is being provided. If returning them would adversely impact your ability to
provide necessary medical care to patients you may measure your screws prior to use, using the
measuring scale provided in the graphic case, and utilize them as needed. If sterile screws are
measured prior to use, please re-sterilize the screws per SE_023827 AH.

FULL RECALLED PRODUCT LIST:

Part Description Part Number Lot Number

CMF Matrix NEURO Screws See attached See attached

Instruments and implants approved by the AQ Foundation
10of4




Synthes GmbH Luzernstrasse 21 Tel. +41 32 720 40 60
4528 Zuchwil Fax +41 32 720 40 61 @ s WHE s

Switzerland www.synthes.com

12 April 2013 Return Receipt Requested

If you DO have any of the identified screws and intend to return them for credit, please take the
following steps:

1. Please remove and return the above mentioned articles / lots from your inventory
immediately.

2. Complete the attached reply form indicating your receipt of this letter and that you intend to
return the screws. Return the completed form by fax or email to your local Synthes sales
organisation.

If you DO have any of the identified screw and intend to measure them and use them or
measure/re-sterilize and use them. Please take the following steps:

1. Complete the attached reply form indicating your receipt of this letter and that you re-
measure/re-sterilize the screws. Return the completed form by fax or email to your local
Synthes sales organisation.

If you DO NOT have the identified product, please take the following steps

1. Complete the attached reply form indicating your receipt of this letter. Return the completed
form by fax or email to your local Synthes sales organisation.

We apologise for any inconvenience this may cause and thank you in advance for your attention
and cooperation. Please contact your Synthes Sales Consultant for additional information as
required.

Sincerely, _ /
/'/ A ;.f‘ Ve y
= ; y/ /,/,} ( "
: P / il . J r—.__,.._._
Claudia Allemann Markus Wien ./
Field Action Manager Director Quality Assurance Operations
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Tel. +41 32 720 40 60

® SYNTHES

URGENT NOTICE: MEDICAL DEVICE RECALL
Synthes CMF MatrixNEURO Screws

Verification Section

Part Description

Part Number

Lot Number

CMF MatrixNEURO Screws

See attached

See attached

[] 1 have located the identified product in stock; returned quantity for replacement is documented

below.

[1 I have located the identified product in stock and will re-measure/ re-sterilize if applicable prior

to use.

] | do not have any identified product in stock; returned quantity is zero.
RETURNED DEVICES (including quantity):

Name/Title (please print)
Phone Number:

Signature and Date:
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System

Affected Lots

Article Numbers

MatrixNEURO
(non-sterile)

Lots less than
(<) 7111955
must be

returned.

Non-affected

lots can be

used
6907464 7032270
6945617 7033509
6946341 7033510
6948300 7033511
6949697 7034840
6952263 7050254
6953123 7051271
6959267 7051517
6962321 7052572
6963094 7052790
6963095 7053832
6963346 7055919
6971794 7055920
6972537 7056966
6972538 7056967
6991014 7058312
7004669 7058313
7009929 7059725
7011826 7059726
7013549 70680003
7016832 7060486
7017909 7061104
7018812 7062262
7022639 7063408
7022640 7064295
7023749 7065201
7023750 7066951
7024976 7067405
7024977 7068268
7026033 7069226
7026271 7071197
7027195 7071198
7027773 7071245
7028073 7071863
7029194 7078575
7029826 7072402
7030885 70724865
7030886 7073426
7031275 7074024

04.503.103.01C 04.503.104.01C
04.503.103.04C 04.503.104.04C

04.503.105.01C
04.503.105.04C

04.503.113.01C
04.503.114.01C
04.503.115.01C
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