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. 'Medical & Radiation Emitting Device Recalls Page 1 of2-

L

U.S. Food & Drug Administration

M‘& Radiation Emitting Device Recalls
s

FOA HbaeLifiedical Devices* Databases®

. 51000 IRegistration & Listivg*lAsverse Events¥iR ecalis 'OPMA V' iClasslication ' Sendants '
CFR Thia 21 Madialion-Emiling Producs ' S{X.Ray Assembler *ikedeun Reports ICLIA ' MTPLC®

New Search Back to Sesrch Results
Class 2 Recall -
Blomet Juggerknot In Guide [ R Sl ]
Punch
Date Posted September 17, 2012
Recalt Number Z-2399-2012
Product JUGGERKNOT IN®GUIDE PUNCH, 2.9MM. The Juggerknot 2.8mm In-Guide Punch is

rtanc~d 0 be used to prepare & 2.9mm hole into bone in which the Juggencnot 2.9mm -
Suture Anchor is 0 be pisced. The JuggerKncl 2.9mm Sukure Anchor is intended 10 be used

1o sttach soft tissue to bone.
Cods Information REF. 812064 LOT 121040, 497540, 538530
Recatiing Firnv Biomet. Inc.
Manufacturer SG6EB.ADr

Warssw, indiena 48582-6969
Consumer instructions  Coniact the recalling firm for Information

For Additional Claudia Candito

Information Contact 574-267-8639 Ext. 1676

Reason for nvestigation found that the cument design of the product alliows the press-K of the knob/shalt

Recall interface to be overcoms by the impaction force of a maket, causing the knob to potentially
unfasten and siiie down tha shaft.

Action Biomet sent an "URGENT MEDICAL DEVICE RECALL NOTICE™ dated August 201210 sl

affectad cusiomers. The letter identified the product, problem, and actions to be iaken by the
customens. A Responss Form was included for cusiome s 10 complete and return via fax 10 574-
372-1883, Questions reisied o the recall should be directed 10 574-371-3758, Monday through
Friday. 8 am. o5 pm.

Quantity in Commerce 62 v

Distriturtion Nationwide Distribution-including the stales of WA, 1N, AK, PA, GA, SD, KS, NY, VA, AR, AL, OH,
WA, MA, and CA.

Links on this page:
1. http://www.addthis. com/bookmark.php?uS08 =truefiv=152&usernames=fdamain

http: //www_ addthis.com/bookmark.php
http://www .fda.gov/default.htrm
http: //www.fda.gov/MedicalDevices/Jdefault.htm
http://www. fds.gov/MedicalDevices/DeviceRegulationandGuldance/Databases/default.htm
/scripts/cdrh/devicesatfda/index.cfm
«/cPMN/pmn. cfm
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../cMAUDE/TextSearch.cfm
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JefPCD/classification.cfm
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JMedgsun/searchRepnrt Taxt ofm

e @ NG os W oN

ek b s ke e
o kWMo

f.
-l

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRes/res.cfin?ID=1103 99 10/10/2012

—




