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California Device Recall Information Sheet

Food and Drug Branch — Device Recalls

Cartiva Inc. Recalls Cartiva Synthetic Cartilage Implants

Recall Date Product Description Recalling Firm Recall Reason
12/11/2024 Cartiva Synthetic Cartilage Cartiva Inc. Patients implanted
Implant (SCI) Catalog: CAR-06-| Alpharetta, GA with synthetic
US (6mm), CAR-08-US (8mm), cartilage implant,
CAR-10-US (10mm), CAR-12- may experience a
US (12mm) higher-than expected
occurrence rate of
the following

hazards: revision,
removal, implant
subsidence,
displacement, pain,
nerve damage or

fragmentation.
%?::;I Product Identification Distribution Affected Dates
Il Catalog/UDI-DI: 634 units in December 2024
CAR-06-US/00852897002328, California and prior.

CAR-08-US/00852897002021,
CAR-10-US/ 00852897002038,
CAR-12-US/00852897002335

For additional information, please visit the FDA Website.

CDPH Food and Drug Branch, MS 7602 e P.O. Box 997435 e Sacramento, CA 95899- 7435
(916) 650-6500 e (916) 650-6650 FAX
CDPH.ca.gov ,'DHAQB;



https://www.cdph.ca.gov/
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.accessdata.fda.gov/scripts/ires/?Product=210909

