
 

 

    
    

 

 

   
 
 
 

     

       

  

 

        

 
 

 
 

 
 

 
 

 

 

 

 
 

 

 
 

     

 
 

 

 
 

 

 
 

 
 

 

 

      

________________________________________________________________________________ 

California Device Recall Information Sheet 

Food and Drug Branch – Device Recalls 

Philips Medical Systems Nederland B.V. Philips IntelliSpace Cardiovascular software 

Recall Date Product Description Recalling Firm Recall Reason 

02/28/2025 Philips IntelliSpace 
Cardiovascular software 

Model 830089 

Philips Medical 
Systems Nederland 
B.V. 

Study data is not able 
to be archived, 
copied, or exported 
with the 
cardiovascular 
software version. 

Recall 
Class 

Product Identification Distribution Affected Dates 

II Software version 7.0.0.0 

UDI: 
(01)00884838115378(11)221214 
(10)7.0.0.0. 

139 units nationwide April 2024 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 

CDPH.ca.gov 

https://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?Product=212082

