
     
          

    
  

       

     

       

     

       
 

        

  
  

 
   

 
 

 
 

 

  
  

  
  

  

 
 

     

    
 

 
 

        

State of California—Health and Human Services Agency 

California Department of Public Health 

Food and Drug Branch – Device Recalls 

CALIFORNIA DEVICE RECALL INFORMATION SHEET 

Mallinckrodt Manufacturing LLC Recalls Mallinckrodt One-Way Valve For Reduce Flow Of 
Ventilated Air Or Oxygen 

Recall Date Product Description Recalling Firm Recall Reason 

9/20/2023 Mallinckrodt Manufacturing 
Mallinckrodt One-Way Valve, 
22F x 22M, a) Part #91346 (1 
piece) and b) Part #50412 
(pack of 5) Used with 
ventilators. 

Mallinckrodt 
Manufacturing 

Madison,Wisconsin 

The One-Way Valve, 
22F x 22M may stick 
and prevent or red-
uce the flow of vent-
ilated air or oxygen. 

Recall 
Class 

Product Identification Distribution Affected Dates 

I Mallinckrodt One-Way Valve 
A) UDI/DI 10810055283460, Lot 
Codes: 74L2001714, 
74L2001715, 74L2001716, 
74M2001125, 74B2100237; b) 
UDI/DI 10810055283467, Lot 
Codes: 74L2001714, 
74L2001715, 74L2001716, 
74M2001125, 74B2100237 

13,602 Units 
Nationwide 

August 2023 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 ● (916) 650-6650 FAX 
Internet Address: www.cdph.ca.gov 

http://www.cdph.ca.gov/
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=202612
www.cdph.ca.gov

