\o‘.c /

O)CDPH

CALIFORNIA DEVICE RECALL INFORMATION SHEET

State of California—Health and Human Services Agency

California Department of Public Health

Food and Drug Branch — Device Recalls

Draeger Medical Recalls Anti-Asphyxia Valve and Standard Elbow for NovaStar TS
due to Potential Impact of Magnets on Medical Devices and Metallic Implants

Recall Date Product Description Recalling Firm Recall Reason
3/1/2023 | NovaStar TS, Anti-Asphyxia Draeger Medical Inc. | The magnets used in
Valve Telford, Pennsylvania| the swivel frame/tu-
Reusable, Material Numbers be set and the head-
MPO01576 (Size S), MP01577 gear clips might imp-
(Size M), and MP01578 act devices (implant-
(Size L) ed and not) and met-
allic implants.
3/1/2023 | NovaStar TS, Standard elbow Draeger Medical Inc. | The magnets used
Reusable, Material Numbers Telford, Pennsylvania | might impact med-
MPO01579 (Size S), MP01580 ical devices & imp-
(Size M), and MP01581 (Size L) lants.
%?::: Product Identification Distribution Affected Dates
I Anti-Asphyxia Valve 16 units January 2023 and
All Lot numbers. UDI-DI: nationwide prior
04048675041146 (MP10576);
04048675041153 (MP01577);
04048675041160 (MP01578)
Standard Elbow 893 units nationwide | January 2023 and
All Lot numbers. UDI-DI: prior
04048675040552 (MP01579);
04048675040569 (MP01580);
04048675040538 (MP01581)

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE FDA WEBSITE
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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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http://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?dev?Product=198130
www.cdph.ca.gov

