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Stocking, Medical Support (To Prevent Pooling Of Blood In Legs)®® - Product Code DWL™

DROP LOK" Knee Brace™ LATEX FREE" Product Usage: Used in the treatment,
support, and rehabilitation of many types of knee injuries or foliowing surgical
correction

Model 8: 00-1745-001-00 through 00-1745-006-00

Zimmer, Inc
1800 W Canter St
Warsaw, Indiana 46580-2302

During a transfer of products from a recently shutdown facility, the firm discovered raw
material labeled as tatex free actually contained lalex

PRODUCTION CONTROLS: Labeling Mix-Ups

Zimmer sent an Urgent: Device Removal Letiers dated April 8, 2014 1o their customers. The
letier identified the affected product, probliem and actions 1o be taken. Customers were
instructed to review thiz notification, ildentify and quarantine the affected product to prevent
further distribution or use, complete the sttached Response Form and retumn i vis email
orporateQuality_PostiMarketfzimmer.com. Retum affected product to: Zimmer Surgical Arin:
QARA Dept - Recall 200 West Ohio Avenue Dover, Ohio 44622 USA Please include 2 copy
of the Responsa Form with the shipment. For retums outside the US, please email

Rhonda duncani@zimmer.com obtain an IRA (intemational retum authorzation) number. The
IRA request should include the part number(s) being retumned and the quantity. Please write
the associgted IRA number on the outside of the box 4. Zimmer will credit your account for
retumed Drop-Lok" Knee Braces, Cartilage Knee Braces, Hinged Knee Supports, or
MNeoprane Tenniz Elbow Supports. Pleass relum a copy of the completed response form
aleng with your retumed product fo ensure proper credit. Important Please distribute this
notification to all personnel within your organization who need fo be aware, If you have further
transferred affected product(s), please provide the customer's information on the Business
Response Form o Zimmer. For guestions call 330-354-0980,

131 units
Werigwide Distribution - US Nationwide in the states of. AK AZ, CA FL, GA A IL, IN, LA,
MD, Mi, MO NC, NE. NV, NY, OH, OK, OR, PA, RI, SD, TX. UT, VA, VT, WA, Wl & W\ and

countries of: AUSTRALIA. CANADA, GERMANY, IRAQ, ITALY, SAUDI ARABIA, TUNISIA &
UNITES ARAE EMIRATES.

TPLC Device Report®

of Federal Regulati E! 555"

2 Per FDA policy, recall cause determinations are subject o modification up 1o the point of termination of the recall,

http:/fwww.accessdata.fda.gov/scripts/edrh/ctdocs/cfres/res.cfm?id=126791

5/19/2014




Class 2 Device Recall Cartilage Knee Brace Page 1 of 2

FDA Home® Medical Devices® Databases®

Class 2 Device Iﬁiecail Cartilage Knee Brace
- PRy 510¢k)7|Registrabon & ListngAdverss Events"|Racalls'U[Pua Clrssficstion | Standards! ¥inspections™
o CFR Title 21 SiRedaton-Emitting Products"¥[%-Ray Assembler ' iMedsun Reports fCLIATTRLC

Mew Search Back 1o Search Resulis
Class 2 Recall ' B Sow Ralated
Cartilage Knee Brace ' SSeoe Informaton 5y
Date Posted May 10, 2014
Recall Status’ Open
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Product Classification Stocking, Medical Support{To Prevent Pooling ©f Biood In Legs}®® - Product Code DWLZ*

Product Cartilage Knee Brace®"LATEX FREE" Praduct Usage: Used in the treatment and
support of many types of knee injuries or follewing surgical and nonsurgical
correciion:

Code Information Maodel # 00-1747-001-00 through CO-1747-005-00

Recalling Firm/ Zimmer, Inc

Manufacturer 1800 W Cenier St
Warsaw, Indiana 45580-2304

Manufacturer Reason During a transfer of products from & recently shutdown facility, the firm discovered raw

for Recall material labeled as lateyx free aciually contsined iaiex

FDA Determined PRODUCTION CONTROLS: Labeling Mix-Ups

Cause Z

Action Zimmer sent an Urgent: Device Removal Letters dated April 8, 2014 to their customers. The

letter idenfified the affected product, probllem and actions to be taken. Customers wens
instructed to review this notification, ildentify and quarantine the affected product to prevent
further distribution or use, complete the attached Response Form and return it via email
orporateQuality. PostMarket@zimmer. com. Retum affected product to) Zimmer Surgical Atin
QARA Dept - Recall 200 West Ohio Avenue Dover, Ohio 44622 UUSA Please inciude a copy
of the Rezponse Form with the shipment. For returns outside the US, please email

Rhonda duncan@zimmer:corm obtain an IRA (intemational retum authorization) number- The
IRA request should include the part number(s) being returned and the quantity, Please wnte
the as=ociated IRA number-on the outside of the box. 4. Zimmer will credit your account for
retumed Drop-Lok™ Knee Braces, Cartilage Knes Braces. Hinged Knee Supports, or
Meoprene Tennis Elbow Supports. Please retumn 2 copy of the completed response form
along with your refurned product to ensure proper credit. Important: Please distrioute this
notification to all personnel within your organization who need to be aware. |f you have further
transferred affected product(s), please provide the customer's information on the Business
Response Fom to Zimmer. For questions call 330-354-0982.

Quantity in Commerce 2227 units

Distribution Worldwide Distribution - US Nationwide in the states of AK, AZ, CA, FL, GA, [A, IL, IN, LA
MD, MI, MO NG, NE, NV, MY, OH, OK, OR, PA. RI.-SD. TX, UT, VA, VT, WA, WI & W\ and
counines of AUSTRALIA, CANADA, GEREMANY, IRAQ. ITALY, SAUD| ARABIA, TUNISIA &
UNITES ARAB EMIBATES.

Total Product Life Cycle TPLC Device Report®™®

! Eordetails about termination of 2 recall see Code of Federal Regulations (CFR) Title 21 §7.552¢
2 Per FDA policy, recall cause determinations are subject to modification up o the point of termination of the recall

http:/fwww.accessdata. fda gov/seripts/ecdrh/efdocs/efres/res.cim?id=126803 5/19/2014




