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URGENT Field Safety Notice: RA2012-154 |

FSCA Identifier: Product Field Action RA 2012-154

Type of Action: Field 'Safety Corrective Action

Description: Hoffmann LRF Wire Bolts
Catalogue Nos: Refer to the attached list on page 4
Lot Nos: Refer to the attached list on page 4

Dear Customer,

Stryker® Osteosynthesis has initiated a Product Field Action for the devices identifieti above. The
purpose of this letter is to list the hazards potentially associated with the Product Field Action.

Issue

Two complaints have been filed where Hoffmann LRF Wires have broken during load bearing
application by patients. The reported Hoffmann LRF Wire failures may have been caused by fatigue
fracture in combination with the Hoffmann LRF Wire Bolts.

Potential Hazards
Breakage of Wires will possibly cause
* immediate loss of fixation
« painful loss of fragment or segment reduction, resuiting in unintended revision surgery.

Mitigating Factors
1. Hoffmann LRF Wire Bolts should not be used for upcoming procedures.

2. All patients having a Hoffmann LRF frame with Wire Bolts should be immediately advised by
their surgeon to avoid weight-bearing situations.

3. If Hoffmann LRF frame experienced a loss of fixation an alternative external fixation system
should be considered.

Type of Action
Recall of subject devices

immediate actions

Our records indicate that you may have received one or more of the subject devices. It is Strykers
responsibility as the manufacturer to ensure that customers who may have received these affected
products also receive this important communication. We therefore request that you read this notice
carefully and complete the following actions:

Qur records indicate that you have received at least one of the subject devices listed above. We
therefore request that you:

1. Please inform users of this Medical Device Field Removal and pass this notice to all those
individuals who need to be aware within your organization.
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Date

URGENT F1ELD SAFETY NOTICE: RA2012-154

FSCA Identifier: Product Field Action RA ZJ12-154
Type of Action: Field Safety Corrective Aciion

Description: Hoffmann LRF Wire Bolts

Catalogue Nos: Refer to the attached list on page 4

Lot Nos: Refer to the attached list on page 4

Dear Customer,

Please find attached details of a Product Field Action that has been initiated by Stryker
Osteosynthesis concerning the above referenced cev ces.

Our records indicate that you have received at least one of the subject devices and you are therefore
affected by this action. It may be that you no longer have any physical inventory on site.

This action has been taken to ensure that users are aware of important Information concerning the
devices listed above. You are required only to rea:] the attached Field Safety Notice and then sign and
return the customer response form confirming that you have completed the actions requested by the
manufacturer. : '

Completing the Customer Response Form will allow us to update our records and will also negate the
need for us to send any further unnecessary communications on this matter. Therefore please complete
even if you no longer have any of the subject devices in your physical inventory.

We request that you respond to this notice within seven calendar days from the date of receipt. The
target date for completion of this action is 21* Dec.2012 and your timely response will enable us to
ensure that we meet this target and ensure that non conforming devices are removed from the market
as quickly as possible. '

Your designated contact person for this action is given below. Should you have any queries concerning
this matter please do not hesitate to contact them directly.

Name: Daniel Rana

Position: Regulatory Affairs Specialist
E-mail: daniel.rana{@stryker.com
Tel: 01635 262 402

Fax: 01635 262 464
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" In line with the recommendations of the MEDDEV Vigilance Guidance document Ref 2.12-1, we can
confirm that this FSCA (Field Satciy Corrective Action) has been notified appropriately to the National
Competent Authority for your countr..

On behalf of Stryker we thank you sincerely for your help and support in completing this action within
date and regret any inconvenience that may be raused. We would like to reassure you that Stryker is

committed to ensuring that only conforming devices, meeting our high internal quality standards, remain
on the market.

Yours faithfully,’

Daniel Rana
Quality Assurance and Regulatory Affairs
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2. Complete and sign the enclosed PFA Acknowledgment Form and return to Daniel Rana by
fax (01635 262 464) or by email (daniel.rane - : strvker.com). A Stryker representative will
then be in contact to arrange for product return.

3. Keep a copy of the completed and executed Business Reply Form for your records.

4. Report all adverse events or product quality problems to Stryker.

We since: ely regret any inconvenience that this action may cause vou and on behalf of Stryker
would like to thank you for your help and support in completing this action in a timely manner.
Should you have any queries on this matter please do not hesitate to contact the undersigned.

Yours faithfully

Daniel Rana :
Quality Assuragnce and Regulatory Affairs

Appendix:
PFA Acknowledgment Form
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RA2012-154 Affected Product and Lot Codes

ManJfac urer

Pos Part’NufSer NV.wnufacturer Part Name L.t Numbqgs
1 493'3_1_00,' Wire Bolt — Short Hoffmznn LRF For Wire 202804, 208348, 208350,
21.5t0 2.0mm 212549, Z1£753
2 | 4923-1-002 Wire Bolt — Medium Hoffmann LRF For Wire | 208351, 212554, Z16246,
21.5 to 2.0mm . 216752
3 | 4933-1-003 | Wire Boit — Long Hoffmann LRF For Wire 208349, 09344, 212551,

@1.5t02.0mm -

216996
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