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4. Actions that should be taken by the customer / user in order to prevent risks for patients or users 
 

 To avoid the issue, the Operator can update the default exam card to have 1mm slice thickness 
and not thicker slices. In these cases, the issue will not be seen.  

o As outlined in the Interventional (CCT) Workflow section in the Instructions for Use: 
Basic parameters can be changed without pausing the procedure. To change the slice 
thickness, select “Change Parameters” while the images are still displayed.  

 You may continue to use your system(s) in accordance with the intended use and by following 
the recommendation listed above. 

 Please complete and return the attached response form to Philips promptly and no later than 
30 days from receipt. Completing this form confirms receipt of the Urgent Field Safety Notice 
Letter, understanding of the issue, and required actions to be taken. 

 Circulate this Urgent Field Safety Notice Letter to all users of this device so that they are aware 
of the issue.  Please retain this letter with your system(s) until a solution is installed on your 
system; ensure the letter is in a place likely to be seen/viewed. 

 
5. Actions planned by Philips to correct the problem 

 
Philips will contact you to schedule a time for a Philips Field Service Engineer (FSE) to visit your site 
and install the software update to resolve the issue (reference FCO72800807 for Spectral CT on 
Rails for and FCO72800808 for Spectral CT 7500 and Spectral CT 7500 China).  

 
Please be assured that maintaining a high level of safety and quality is our highest priority. If you need 
any further information or support concerning this issue, please contact your local Philips 
representative. 
 
This notice has been reported to the appropriate Regulatory Agencies.  
 
Sincerely, 
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URGENT Field Safety Notice Response Form 
 
Reference: 2023-PD-CTAMI-017 Spectral CT 7500, Spectral CT 7500 China, and Spectral CT on 
Rails (FCO72800807 for Spectral CT on Rails for and FCO72800808 for Spectral CT 7500 and 
Spectral CT 7500 China). 
 
Instructions:  Please complete and return this form to Philips promptly and no later than 30 days from 
receipt. Completing this form confirms receipt of the Urgent Field Safety Notice Letter, understanding of 
the issue, and required actions to be taken. 
 
Customer/Consignee/Facility Name:     
     
Street Address:           
 
City/State/ZIP/Country:       
 
Customer Actions: 
 

 Refer to the instructions provided in Section 4 of the Field Safety Notice Letter. 
  
We acknowledge receipt and understanding of the accompanying Urgent Field Safety Notice Letter and 
confirm that the information from this Letter has been properly distributed to all users that handle the 
affected Philips CT System(s). 
  
Name of person completing this form:  
 
Signature:        
 
Printed Name:        
 
Title:         
 
Telephone Number:      
 
Email Address:       
 
Date 
(DD/MM/YYYY):     
 
 
Please return this completed form to your local Philips representative. 




