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California Device Recall Information Sheet

Food and Drug Branch — Device Recalls

Integra LifeSciences Corp. AURORA Surgiscope System

Recall Date Product Description Recalling Firm Recall Reason
03/06/2025 AURORA Surgiscope System, | Integra LifeSciences |Possibility for the
Sterile, single use device that | Corp. obturator to break
contains a Sheath, Obturator, (separate).
and Imager.

Manufacturer's Product
Numbers (Catalog Number): (1)
ASX15/60 and (2) ASX15/80

%?;:g Product Identification Distribution Affected Dates

Il Catalog Number: (1) ASX15/60 (116 units in California | February and prior
(2) ASX15/80

UDI-DI: (1) 00850002332254
(2) 008500023332247

Lot No.: (1) All unexpired lots
(2) All unexpired lots

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 IPHAB;



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=212364

