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CALIFORNIA DEVICE RECALL INFORMATION SHEET

State of California—Health and Human Services Agency

California Department of Public Health

Food and Drug Branch — Device Recalls

Implant Direct Recalls Legacy 2 Dental Implant for Labelling Error

Lot # 166297 UDI: 10841307101789

Recall Date Product Description Recalling Firm Recall Reason
11/3/2021 | Legacy 2 Implant 4.7mmD x Implant Direct Labelling error about
11.5mmL, 4.5mmD Platform Sybron Dental Implant Size
REF 834711 Manufacturing LLC
Westlake Village,
California
11/3/2021 Legacy 2 Implant 4.7mmD x Implant Direct Labelling error about
13mmL, 4.5mmD Platform Sybron Dental Implant Size
REF 834713 Manufacturing LLC
Westlake Village,
California
%?::: Product Identification Distribution Affected Dates
| Legacy 2 Implant 4.7mmD x 61 implants September 2021
11.5mmL, 4.5mmD Platform Nationwide and prior

including California

Legacy 2 Implant 4.7mmD x
13mmL, 4.5mmD Platform
Lot # 166300
UDI: 10841307101796

83 implants
Nationwide including
California

September 2021 and
prior

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE FDA WEBSITE

CDPH Food and Drug Branch
MS 7602 ®P.O. Box 997435 @Sacramento, CA 95899-7435
(916) 650-6500 e (916) 650-6650 FAX
Internet Address: www.cdph.ca.gov
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https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/FoodSafetyProgram/FoodRecalls.aspx
https://www.accessdata.fda.gov/scripts/ires/index.cfm?dev?Product=189746
www.cdph.ca.gov



