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Class 2 Recall o
Synthes Matrix Mandible Short Cut e
Plate Cutter
Date Posted June 11, 2014
Recall Status’ Open
Recall Number Z-1781-2014
Recall Event ID &8111%
Product Synthes Matrix Mandible Shori Cut Piate Cutier Synthes Matrix Mandible Short Cut

Piate Cutter is imtended for oral, maxiliofacial surgery
part number: 03.503.057, lot number 8453237

Synthes. Inc
1302 Winghts Ln E
West Chester, Pennsylvania 19380-3417

Customer Support
§10-719-5000

It was discovered intamally that the fage of the Synthes Matrix Mandlble Short Cut Plate Cutter
has the potential for discoloration/corroded material in the affectad lot

Synihes Inc. sent an Urgent Medical Device Recall Nofice dated April 22, 2014, o ail affected
customer=. The letter idenlified the product the problem and the action needed to be taken by
the customer. If you DO have any of the identified devices, please take the following steps
Contact DePuy Synthes at 1-800-478-8329 o obtain a Retum Authorization (RA) Number
Complete the Verification Section at the and of this lstier by checking the appropriate box
indicating affecied product has been |ocated. Also, pleass indicate the number of devices
found. Please include your name, title, telephone number and signature in the spaces
provided. Retum the Verfication Section (page 3 of this letter) with the product to;
CreditHeturns, DePuy Synthes, 1101 Synthes Avenus, Monument, CO 80132, Return a copy
of the Verfication Section (page 3 of this letler) to DePuy Synthes by: Fax: 866-324-3731 or
Scanfeman Synthes7 T26@ stericycle.com If you DO NOT have the identified product, please
take the following steps; Complete the attached Verificzbon Section at the end of this letter by
checking the appropriate box indication that no affecieded product has been located. Pleass
include your nama, title, telephone number and signaturs in the spaces providad this retumn
documentation acknowledges your receipt of medical device removal information. Ratum the
Verification Section (page 3 of this letter) to DePuy Synthes by: Fax, 866-324-3731 or
Scanfemail Synthes7 726 stericycle com Note: If the Verfication Section is answered on
behaif of more than one faglity and/or individual, please clearly indicate the name and address
of the f=dility and/or individual on page 3 of the nofification. If you have any questions, please
call 510-719-5450 or contact your DePuy Synthes sales consultant
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Distribution US Distribution including the states of CA, CT, FL, GA, NY, 5D and TA.
! For details about termination of = recall see Code of Federal Regulations (CFR) Title 21 §7 559
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