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California Device Recall Information Sheet

Food and Drug Branch — Device Recalls

Hologic, Inc. Panther Fusion GBS Assay containing Panther Fusion GBS Reagent Cartridge IVD

Recall Date Product Description Recalling Firm Recall Reason

01/14/2025 Panther Fusion GBS Assay Hologic, Inc. Potential weak pouch
REF PRD-04484 Kit containing seal on Panther
Panther Fusion GBS Reagent Fusion GBS assay
Cartridge 1VD cartridge, causing

potential for invalid or
incorrect results
leading to a possible
delay of treatment.

Recall Product Identification Distribution Affected Dates
Class
1 UDI-DI: 15420045510890 10 units in California December and
prior

Kit Lot 715927, containing
Cartridge Lot 624907

Exp. Date 2025-08-15

For additional information, please visit the EDA 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 :,pHAB;



https://www.cdph.ca.gov/
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=211613

