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Code Information
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For Additional
Information Contact

Manufacturer Reason
for Recall

FDA Determined

Cause 2

Action

Quantity in Commerce

Distribution

510(k)’ IDeNovo®IRegistration & Listing®Adverse Events'?IRecalls ' IPMA12IHDE 3| Classification'4|Standards 1®
CFR Title 216|Radiation-Emitting Products'”IX-Ray Assembler'8IMedsun Reports'®lCLIA20ITPLC?!

August 15, 2019
September 12, 2019
Opend, Classified
Z-2518-2019

8359423

K132873%4

XP-XP Tibial Tray - Interlok 83 mm
Item # 195759

Lot
Number 559070 527660 677630 191210 219890 677620 758460 089950 283100 358850 283080 374620 321750 321770 358830 374580 374590 420310

Zimmer Biomet, Inc.

56 E Bell Dr
Warsaw IN 46582-6989

411 Technical Services
574-371-3071

The locking bar not fully engaging

Manufacturing material removal

Risk Manager Responsibilities:
1.Review this notification and ensure that affected personnel are aware of the contents.

2.If you have affected product at your facility, assist your Zimmer Biomet sales representative and quarantine all affected product. Your Zimmer Biomet sales
3.Complete Attachment 1 ! Certificate of Acknowledgement and send to CorporateQuality.PostMarket@zimmerbiomet.com. This form will be returned even
4.Retain a copy of the acknowledgement form with your recall records in the event of a compliance audit of your facility s documentation.

5.If you have further questions or concerns after reviewing this notice, please call customer service at 574-371-3071 between 8:00 am and 5:00pm EST, Mc

Surgeon Responsibilities:

1.Review this notification for awareness of the contents.

2.There are no specific patient monitoring instructions related to this recall that are recommended beyond your existing follow-up schedule.

3.A visual and audible confirmation should be made to ensure complete locking bar insertion.

4.Complete Attachment 1 !! Certificate of Acknowledgement and send to CorporateQuality.PostMarket@zimmerbiomet.com.

5.Retain a copy of the acknowledgement form with your recall records in the event of a compliance audit of your facility s documentation.

6.If you have further questions or concerns after reviewing this notice, please call customer service at 574-371-3071 between 8:00 am and 5:00pm EST, Mc
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Country:
KOREA
CHINA
CANADA
AUSTRALIA
JAPAN
EMEA
SWEDEN
ITALY

Total Product Life Cycle . o7
TPLC Device Report'

T A record in this database is created when a firm initiates a correction or removal action. The record is updated if the FDA identifies a violation and classifies the action as a recall, and

2 per FDA policy, recall cause determinations are subject to modification up to the point of termination of the recall.

3 The manufacturer has initiated the recall and not all products have been corrected or removed. This record will be updated as the status changes.

510(K) Database 510(K)s with Product Code = JWH and Original Applicant = BIOMET, INC.2°
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