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Our manufacturer has notified us of a Product Feld Action canceming the Medical Devices referenced below. Our
records indicate that you have been supplisd with some of the subject devices. We would raquest therafore that you resd
this notice carefully and follow the instructions provided by the manufaciuer

We would like 1o reassure you that only the devices listed are affected by this action.

On bahalf of Sryker we would like o thank you in advance for your cooperation and support in this matter.

Pigase nete et m aoccrdancs with e Madical Device Diractive ard the Meddey Vigilance Guidance Document 1his Fieid Safety Carrecive Action
has bagn notifed jo the Natlona! Camnpelent Authionily of gl countriss whee subject dovices have bepn dishriboted.
Tius Field Safety Noticg has Been issuad in sceordane with this Suropess Competerd Authority delailed below.
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Description of problen

The issus ooours whis the Switch Foolewitch is used with the Crossfire Conscle. Whan the foolpedal is released. the
shaver soniinues (o run o 2 low speed and/or the RF probe stays activated (both situations for 1- 5 saconds).
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Population concerned
Limited to patients being treated with subject devices

Potontial Hazards associated with use of device

4 Surgeon remaoves foot fom the pedal and 1ne shaverRE continues 1o activatr within thie surgical site. Potentially this could tead lo:
Conwarsion Som minmally invasing [0 GOen surgery

Addtional Ussue r cariage beng moaved o darmaged

3. Extengion o surgery s

A Longer posl operativie selovery el K e patiert

Based an investigation results and sales to complainis analysis the probabifity of cccurence has been classed as remote.
Also 0ot every sustomer with a Crossfire system will ses this issue

it 15 common for customess 1o have a wired foofswitch available in their facility even if they use iSwitch to communicate
wirglassly  Stryker order data was reviewsd and found that 84% of customers that ordered the 1Switch and Crossfire
Console alse ordered a Crosshire Footgwtah,

Specific advice for surgeons regarding patients with implanted devices

not applicabla

Customes response form !m:htee number of pages

Widlser munualOperative Technigue indicate cunber of pages
Upgrade ki whicate natues of kit
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1 Imediately !(x:am and quamntme all sulject d«ewc%

7 Install the software using the donige and instrugtions provided by the manufacturer

Please note:

« pne dongle may be used for multiple upgradas

 Stryker will complote the upgrade for any users not wishing to undertake this work thamselves,

& Ciroulate this et intermally 1o all interestedfefecied partios
4 Maintain awaraness of this notice internally untii all required actions have been completed within your facility

S Inform Stryker if any of the subject devices have been distributed 1o other organisations. Please provide contact details so that
Steyker can inform the recipients appropristely.

6 immediately irform Stryker of any adverse events concerning use/attempied use of subject devices.

7 Comply with any national regulations conterning notification of adverse evants to National Regulatory Bodies.,

1 Complete the attached cuﬂmmer regponse form
Ipiease complete fis fares sven o you 0o not have any product ts return. This will preciude the need to Siryker to send any rerrndar notices

2 Return the completed Torm to:

3 A Stryker representative will then contact you to organise retirn of subject devices

Name
Postion
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CUSTOMER RESPONSE FORM

Pimasn pomplete Bas feren wesn I yow Jo mol bave any greodugt fo retorn, Thin will precieds he need for fuisee potces

Stryker RA Reference Number RAZD10-128

Product Bescription Cragafive CO0E00s

Praduct Code/Cat No From: 475-000-000

Lot/Serial Numbers Aldl

Plonat chock your avamiory for sffetsd product amd refurg compteied fonm o o Guality Deparinrent s soon 84 p awsible, Pleasy aude
aerly the proguet codesinstalogus numbers specified are affected by tig sution.

Product Disposition (Completed by Customer)

Product CodeiCat Mo, Lot Sertal No IGtyto be  [Qty/Used (Qly Qty not Upgraded
returned Implanied  |Disposed  Jlocated
lor

destroyed

Customer Details

Responps reguiaments iplese vompletw/delote appropriate saction)

),: tave checked thwentory and can confirm that we do not have any affectod product at this location.

have checked inventory and completed the product disposition talle. Please arrange far eollection aof produst

{ have completed the upgradelmaintenance of all the product Hsted abovs in accordanie with the Product Field Actien

Please have Stryker service contact our maintenance departiment to artange upgrade of the above listed product

Please sign and return this form to acknowledge receipt of product notice.
Mame of Hospitall Organisation Address

Contact Name
Contact Title
Contact Signature .
Contact Phone No. Date

Completion Instructions

Comnplate and fax back this form to Stryker ...

A Stryker Representative will call you to arrange collection of product/upgrade if necessary
Plaase ensure that the outer package is labelled with Stryker RA Rafarence number.
Ensure that forms are secured in a dosument wallet on the outer of the package

Please ensure that where appropriate a decontamination certificate is returned with product

1
2
3
4.,
B,
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