
 

       

    
       

 

    
 

   
 
 

        
 

 
 

 
 

 

 
 

 
 

 

 

 
 
 

 
 
 
 
 

  
 
 
 

 
 

 
 

 
 
      

 
 

 
 

 
  

 
 

 

 

 

State of California—Health and Human Services Agency 

California Department of Public Health 
Food and Drug Branch – Device Recalls 

CALIFORNIA DEVICE RECALL INFORMATION SHEET 

NOXBOX LTD NOxBOXi for Malfunctions Due to Misalignment 

Recall Date Product Description Recalling Firm Recall Reason 

6/21/2023 NOxBOXi 
Product1 details 

NOXBOX LTD 
Location 

Device may 
experience 
malfunctions due to 
misalignment of the 
check valve in the 
manifold. If the 
device fails, there is 
a risk of nitric oxide 
leak, oxygen gas 
leak, or earlier 
cylinder gas 
changeover than 
expected or not at 
all. In a worst-case 
scenario, there may 
be an interruption in 
therapy which could 
lead to oxygen 
desaturation of the 
patient and 
associated 
complications. 

Recall 
Class Product Identification Distribution Affected Dates 

I NOxBOXi 
UDI/DI: 5060541640009  Serial 
Numbers distributed in US: 
NI101029 NI102476 NI102518 
NI102560 NI102594 NI102629 
NI101388 NI102477 NI102519 
NI102561 NI102595 NI102630 
NI101392 NI102478 NI102520 
NI102562 NI102596 NI102631 
NI101441 NI102479 NI102522 
NI102563 NI102597 NI102632 

11 Units 
in California 

May 2023 and 
Prior 

https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx


 

NI101562 NI102480 NI102525 
NI102564 NI102598 NI102633 
NI101679 NI102481 NI102528 
NI102565 NI102599 NI102634 
NI101703 NI102482 NI102530 
NI102567 NI102600 NI102635 
NI101760 NI102483 NI102531 
NI102569 NI102601 NI102636 
NI101806 NI102484 NI102535 
NI102571 NI102602 NI102637 
NI101881 NI102485 NI102537 
NI102573 NI102604 NI102639 
NI101927 NI102486 NI102538 
NI102574 NI102605 NI102640 
NI102024 NI102487 NI102539 
NI102575 NI102606 NI102641 
NI102097 NI102493 NI102540 
NI102576 NI102608 NI102642 
NI102111 NI102495 NI102541 
NI102577 NI102610 NI102646 
NI102193 NI102496 NI102542 
NI102578 NI102611 NI102647 
NI102255 NI102497 NI102544 
NI102579 NI102613 NI102649 
NI102311 NI102498 NI102545 
NI102580 NI102614 NI102652 
NI102394 NI102499 NI102546 
NI102581 NI102615 NI102654 
NI102397 NI102500 NI102547 
NI102582 NI102616 NI102655 
NI102398 NI102502 NI102548 
NI102583 NI102617 NI102656 
NI102436 NI102504 NI102550 
NI102584 NI102618 NI102657 
NI102438 NI102506 NI102551 
NI102585 NI102619 NI102658 
NI102444 NI102509 NI102552 
NI102586 NI102620 NI102659 
NI102445 NI102510 NI102553 
NI102587 NI102621 NI102660 
NI102463 NI102511 NI102554 
NI102588 NI102622 NI102661 
NI102466 NI102512 NI102555 
NI102589 NI102623 NI102662 
NI102467 NI102513 NI102556 
NI102590 NI102625 NI102663 
NI102473 NI102514 NI102557 
NI102591 NI102626 NI102664 
NI102474 NI102515 NI102558 
NI102592 NI102627 NI102665 
NI102475 NI102517 NI102559 
NI102593 NI102628 NI102666 
NI102667 NI102706 NI102742 
NI102775 NI102810 NI102855 



 

102745 

102750 

102755 

102760 

102765 

102770 

NI102668 NI102707 NI102743 
NI102776 NI102811 NI102856 
NI102669 NI102708 NI102744 
NI102777 NI102812 NI102858 
NI102670 NI102709 NI 
NI102778 NI102813 NI102859 
NI102671 NI102710 NI102746 
NI102779 NI102814 NI102860 
NI102672 NI102711 NI102747 
NI102780 NI102815 NI102861 
NI102679 NI102712 NI102748 
NI102781 NI102816 NI102862 
NI102681 NI102713 NI 
NI102784 NI102817 NI102863 
NI102682 NI102714 NI102751 
NI102785 NI102824 NI102864 
NI102683 NI102715 NI102752 
NI102786 NI102825 NI102865 
NI102684 NI102717 NI102753 
NI102789 NI102829 NI102866 
NI102685 NI102720 NI 
NI102790 NI102833 NI102867 
NI102687 NI102722 NI102756 
NI102791 NI102834 NI102868 
NI102688 NI102724 NI102757 
NI102792 NI102836 NI102870 
NI102689 NI102725 NI102758 
NI102793 NI102837 NI102871 
NI102690 NI102726 NI102759 
NI102794 NI102838 NI102872 
NI102691 NI102727 NI 
NI102795 NI102839 NI102873 
NI102692 NI102728 NI102762 
NI102796 NI102841 NI102874 
NI102693 NI102729 NI102763 
NI102798 NI102842 NI102876 
NI102695 NI102730 NI102764 
NI102799 NI102843 NI102877 
NI102696 NI102731 NI 
NI102800 NI102844 NI102878 
NI102697 NI102732 NI102766 
NI102801 NI102845 NI102879 
NI102698 NI102733 NI102767 
NI102802 NI102846 NI102880 
NI102699 NI102734 NI102768 
NI102803 NI102847 NI102881 
NI102700 NI102735 NI102769 
NI102804 NI102848 NI102882 
NI102701 NI102736 NI 
NI102805 NI102849 NI102883 
NI102702 NI102737 NI102771 
NI102806 NI102850 NI102884 
NI102703 NI102738 NI102772 
NI102807 NI102851 NI102885 



 
 

        
 

NI102704 NI102740 NI102773 
NI102808 NI102852 NI102886 
NI102705 NI102741 NI102774 
NI102809 NI102854 NI102887 
NI102888 NI102927 NI102979 
NI103074 NI103155 NI102889 
NI102928 NI102986 NI103076 
NI103157 NI102890 NI102929 
NI102987 NI103079 NI103159 
NI102891 NI102930 NI102989 
NI103082 NI103168 NI102893 
NI102931 NI102990 NI103083 
NI103170 NI102897 NI102932 
NI102991 NI103084 NI103181 
NI102898 NI102933 NI102992 
NI103085 NI103183 NI102899 
NI102934 NI102996 NI103087 
NI103189 NI102900 NI102935 
NI102997 NI103088 NI103196 
NI102901 NI102936 NI102998 
NI103091 NI103203 NI102902 
NI102937 NI102999 NI103092 
NI103204 NI102904 NI102939 
NI103001 NI103094 NI103208 
NI102905 NI102942 NI103002 
NI103095 NI103215 NI102906 
NI102944 NI103003 NI103104 
NI102907 NI102947 NI103007 
NI103116 NI102908 NI102950 
NI103011 NI103117 NI102909 
NI102951 NI103012 NI103120 
NI102911 NI102955 NI103014 
NI103122 NI102913 NI102957 
NI103016 NI103123 NI102914 
NI102958 NI103017 NI103126 
NI102915 NI102961 NI103018 
NI103127 NI102916 NI102962 
NI103019 NI103131 NI102917 
NI102963 NI103020 NI103139 
NI102918 NI102964 NI103021 
NI103144 NI102919 NI102966 
NI103022 NI103145 NI102920 
NI102967 NI103023 NI103146 
NI102921 NI102968 NI103024 
NI103147 NI102922 NI102970 
NI103041 NI103148 NI102923 
NI102973 NI103062 NI103151 
NI102926 NI102977 NI103064 
NI103152 

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE FDA WEBSITE 

https://www.accessdata.fda.gov/scripts/ires/index.cfm?dev?Product=199818


     
         

      
   

 

 

 

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/
www.cdph.ca.gov

