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- Trade Mark: Wright Medical Technology Inc

- Kneg, extremity and hip systems. All products packaged at the Toulon, france

Local Representative: Allied Medical Group S.4.L.
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- Knee, extremity and hip systen:s. All products packaged at the Toulon, france
facility

- Trade Mark: Wright Medical Technology Inc

- Local Representative: Allied Medical Group S.A.L.
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- Knee, extremity and hip systems. All products packaged at the Toulon, france
facility

- Trade Mark: Wright Medical Technology Inc

- Local Representative: Allied Medical Group S.A.L.
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- Trade Mark: Wright Medical Technology Inc
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Urgen: r'ie.d Safety Notice : ~ Pagelof3
Wright M.2dical EMEA ’
FSCA - Identifier : WTM21092012

FIELD SAFETY CORRECTIVE ACTION: Return to Supplier

Date: 215t Septembyzr 2012
Dear Distributo;'/ Surgeon,

Wright Medical Technology initiated a voluntary Field Safety Corrective Action for all
products packaged at the Toulon, France facility. Products include, but are not
limited to, KNEE and EXTREMITY Systems: patella implants, plates, screws, etc. HIP
Systems: PROFEMUR®. PROCOTYL®, RIM LOCK “A-Class” and BIOLOX DELTA® liners,

screws, shells, etc.

PLEASE NOTE: No cther WRIGHT MEDICAL TECHNOLOGY products are invelved in
this Field Safety Corrective Action.

The intent of this letter is to inform you of all known risks potentially associated with

the use of the products affected by this voluntary Field Safety Corrective Action and list
any action to be taken by you.

DETAILS OF AFFECTED DEVICES

Description Part Number Lot Number
All products with indication All Lot numbers beginning with an ALPHA
"Made in France” on the label digit (RS, T,UV.WXY) and that are 8 to 10
! digits long (e.g. S123345678)

Photo: Example Label of affected device
DESCRIPTION OF THE PROBLEM

There may be a label discrepancy that affects the shelf life listed on the products
produced in Toulon facility. The products function as intended, however there is not
adequate justification on file to support packaging shelf life listed on the current label.

POTENTIAL RISK

There have been no reported issues related to the packaging integrity or sterility of
those products. This recall is being initiated because there is a potential risk to health
that may arise if a packaging integrity failure were to occur.

ACTIONS TO BE TAKEN BY TH'E USER

1

Our records indicate that you have received the above referenced product and we are
requesting your assistance in this voluntary Field Safety Corrective Action (FSCA):
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- Immediately check the internal inventory and qu-.ar.iine all subject products
- Circulate this Field Safety Notice internally to all aff.-cted parties

- COMPLETE AND RETURN the attached FSCA Acknowledgement

- Inform Wright Medical Technology of any adverse event immediately

- Return any unused product to the local Wright Medical represeptative

- The item will be replaced by a new item. )

Wright Medical Technology does not recommend prophylactic revision surgery but does
advise that you continue to monitor your patients according to your standard follow-up
protocol.

TRANSMISSION OF THIS NOTICE

This notice needs to be passed on to all those who need to be aware within your
organization or t¢ any organization where the potentially affected devices 1hzwe been
transferred. Y

¢

CONTACT REFER:NCE PERSON

For questions or additional information please contact:

Xenophon Km kouvinos, Authorized Rep. | Cathy AM. Park, Manufacturei

Quality Manager, EMEA Recall Coordinator, Product
Compliance

Wright Medical EMEA Wright Medical Technology, Inc.

Hoogoorddreef 5 5677 Airline Road

1101 BA Amsterdam

The Netherlands U.S.A. i

Phone: +31 (0) 20545 01 13 Phone: 01-901-867-9971 °

Email: xkoukouvinos@wmt-emea.com Email; cathy.park@wmt.com

The undersigned confirms that this notice has been sent to the appropriate Regulatory .
Agency. :

Wright Medical Technology maintains its commitment to developing, manufacturing
and marketing the highest quality products for surgeons and patients. We apologize for
any inconvenience this Field Safety Corrective Action may create and appreciate your
cooperation with our request.

Xenophon Koukouvinos
Quality Assurance Manager EMEA
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- Basic dressings, absorbents, swabs, procedure packs X-ray detectable swab, Multi-X
- Trade Mark: Frontier Multigate
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