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Drills, Bone, Vectra System Graduated 2.5mm Drill Bits and adjustable

drill stop.
Trade Mark: Synthes Inc

Local Representative:
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Synthes GmbH Luzernstrasse 21 Tel. +41 61 965 61 11 @
4528 Zuchw Fax +41 61965 6601 SYNTHES

Switzerland www.synthes.com

To the ATTENTION of:
Operating room manager

14. August 2012

Urgent: Field Safety Corrective Action

Part Description / Part Number:

Lot
Part Description Part Number Number
Drill Bit @ 2.5mm, compl., 2-flute 03.613.010 ALL
2.5mm drill bit, graduated 12mm- 26mm 03.613.011 ALL
adjustable depth.
Adjustable Drill Stop 03:1612:012 ALL

Dear Sir/Madam

Synthes has initiated a recall of the Vectra System graduated 2.5mm dirill bit and the
adjustable drill stop. Although the reported incidence is low, there is the potential for the drill
stop to slip on the drill bit resulting in an adverse event. If the drill stop slips on the drill bit, it
could result in the penetration of the posterior cortex, dural tear requiring repair, damage to
the spinal cord, quadraplegia, and the risk of a potentially life-threatening event.

Having established appropriate actions to mitigate the identified risk, Synthes has decided to
recall the 2.5mm adjustable drill bit (03.614.011) and the adjustable drill stop (03.613.012) as
well as the drill bit complete (03.613.010). The products will be re-introduced once the actions
for risk mitigation have been completed.
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Please immediately cease use of the 2.5mm adjustable drill bit (03.614.011) and the
adjustable drill stop (03.613.012, as well as the drill bit complete (03.613.010). Please dc not
utilize self- i 20-26mm) in the absence of this drill bit assembly.

In compliance with this product recall, please examine your inventory and remove the above
part numbers from your shelves.

We ask you to send back the affected devices.

If you have any questions, please contact your Synthes Sales consultant.
We apologize for the inconvenience this may cause.

Thank you for your attention and cooperation.

Synthes GmbH
(U N
Heinz Gribi Stephan Mueller
Manager Complaint Handling Unit Vice President Global Quality Management

Cc:




