
 

       

    
       

 

    
 

  
 

 
 

        
 

 
 

 
 

 
 

 
 

 
 

 

 
 

 
 

 
 

 
 
      

 
 

 
 

 
 

 

 
 

 
 

 
 

 
  

 

 
 

 

        
 
 
 
 

 
 
 

     
         

      
   

State of California—Health and Human Services Agency 

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

CALIFORNIA DEVICE RECALL INFORMATION SHEET 

Beckman Coulter, Inc. Hybritech p2PSA Reagent for Insufficient Concentration of Blocking 
Reagent 

Recall Date Product Description Recalling Firm Recall Reason 

7/5/2023 Access Hybritech p2PSA
Reagent

REF B03704 and REF A49752 

Beckman Coulter, 
Inc. 

Chaska, MN 

Reagent lot numbers 
include an
insufficient 
concentration of 
blocking reagent. 

Recall 
Class Product Identification Distribution Affected Dates 

II Access Hybritech p2PSA 
reagent

Lot #234320, exp. 7/31/2023, 
UDI 
(01)15099590211325(17)23073
1(11)220731(10)234320;  Lot
#234134, exp. 6/30/2023, UDI
(01)15099590211325(17)23063
0(11)220630(10)234134; and
Lot #234133, exp. 6/30/2023,
UDI
(01)15099590204112(17)23063
0(11)220630(10)234133.

16 Units 
in California 

May 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

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?dev?Product=200526
http://www.cdph.ca.gov/

