
 

       

     
       

 

     
 

     
  

 

        
 

 
 

       
 

 
 

      
 

 

 

 
 

 
 

 
 

 

 
 

 
      

 
 

 
       

 

 
  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 

 

  

State of California—Health and Human Services Agency 

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

CALIFORNIA DEVICE RECALL INFORMATION SHEET 
Phillips Medical Systems Recalls CombiDiagnost due to potential for the RF to incorrectly 

display a previous patient’s radiography images. 

Recall Date Product Description Recalling Firm Recall Reason 

2/21/2024 CombiDiagnost
R90 1.1 (709031) 

PHILIPS MEDICAL 
SYSTEMS 

Cambridge, 
Massachusetts 

This product is being 
recalled due to there 
being a potential that 
the Radio 
Fluoroscopy (RF) 
viewer will also 
display a previous 
patient's radiography 
images. If the issue 
occurs, there will be 
differences in image 
content, image 
format and image 
size. 

Recall 
Class Product Identification Distribution Affected Dates 

II CombiDiagnost
Model: R90 1.1 (709031); UDI 
DI: 00884838101456; Software 
version 1.1.1 or higher; Serial 
Numbers: 10001004, 10001005, 
10001006, 10001008, 
10001009, 10001010, 
10001011, 10001012, 
10001013, 10001018, 
10001020, 10001022, 
10001024, 10001026, 
10001027, 10001028, 
10001029, 10001030, 
10001031, 10001032, 
10001035, 10001036, 
10001043, 10001044, 
10001045, 10001046, 
10001047, 10001048, 
10001049, 10001050, 
10001051, 10001052, 

2 Units 
in California 
California 

February, 2024 
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


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

  
 
 

       

10001053, 10001054, 
10001055, 10001056, 
10001057, 10001058, 
10001059, 10001060, 
10001061, 10001062, 
10001063, 10001064, 
10001065, 10001066, 
10001067, 10001068, 
10001069, 10001070, 
10001071, 10001072, 
10001073, 10001074, 
10001075, 10001076, 
10001077, 10001078, 
10001079, 10001080, 
10001081, 10001083, 
10001084, 10001085, 
10001086, 10001087, 
10001088, 10001089, 
10001090, 10001091, 
10001092, 10001093, 
10001094, 10001095, 
10001096, 10001097, 
10001098, 10001099, 
10001100, 10001101, 
10001102, 10001103, 
10001104, 10001105, 
10001106, 10001107, 
10001108, 10001109, 
10001110, 10001111, 
10001112, 10001113, 
10001114, 10001115, 
10001116, 10001117, 
10001118, 10001119, 
10001120, 10001121, 
10001122, 10001123, 
10001124, 10001125, 
10001126, 10001127, 
10001128, 10001129, 
10001130, 10001131, 
10001132, 10001133, 
10001134, 10001135, 
10001136, 10001137, 
10001138, 10001139, 
10001140, 10001141, 
10001142, 10001143, 
10001144, 10001145, 
10001147, 10001148, 
10001149, 10001150, 
10001152, 10001201; 

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE FDA WEBSITE 

https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=205554


 

     
         

      
   

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/

