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URGENT Field Safety Notice 
Incisive CT System 

Potential for System Shutdown and Expelled Parts 

25-Apr-2023

Dear Customer, 

Philips has identified an issue with Incisive CT systems which could pose a risk for patients, operators, or 
bystanders. This URGENT Field Safety Notice is intended to inform you about: 

1. What the problem is and under what circumstances it can occur

Philips has identified a hardware issue with a metal mounting box on the rotating scanner on rotor
(heat exchanger box) located within the Incisive CT system. This component may become detached
and make contact with other components located within the Incisive CT during rotation.  Other
components could be damaged due to the contact with the detached component.

If this issue occurs, a loud noise will be emitted and the system will shut down.
The cover may become displaced if the following sequence occurs:

• Damaged component(s) come loose

• The damaged component(s) contact other components in the system and cause them to
break

• A broken component makes contact with the top right gantry cover

The displaced cover could create a small gap allowing a fragment of a damaged component to be 
expelled at a low velocity. The maximum weight of a fragment that could be expelled is 60g (2.12 
ounces). 

As of Mar-2023, Philips has received one (1) complaint which was reported as an adverse event 
associated with this issue. In this reported case, there was no harm to the patient, operator, or 
bystander. 

2. Hazard/harm associated with the issue

If the Incisive CT system shuts down during clinical scanning, the operator may decide to rescan the
patient on another CT system or utilize a different type of imaging, which may result in a delay in
diagnosis.

This document contains important information for the continued safe and proper use of
your equipment. 

Please review the following information with all members of your staff who need to be aware of 
the contents of this communication. It is important to understand the implications of this 

communication. 

Please retain this letter for your records. 
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If a broken fragment is expelled from the system and comes into contact with an operator or a 
bystander in the room, it could cause injury, such as pain (body or neck), laceration, or eye injury. 

3. Affected products and how to identify them

Identification of Impacted Incisive CT Systems:
This issue affects certain Incisive CT systems, which have the Device Identifier as shown in table 1.
A listing of impacted systems is provided in Appendix A.  Impacted systems can be identified by the
Device Identifier, model number (REF) and system serial number (SN).

To determine if your product is impacted, refer to the system label (Figure 1) located on the back
left corner of the gantry.

   Table1. Device Identifier   Figure 1. System Label Example 

REF Device Identifier 

728143 00884838085015 

728146 00884838104481 

728148 00884838103467 

728149 00884838103474 

Intended Use: 
Philips Incisive CT system produces cross-sectional images of the body by computer reconstruction 
of X-ray transmission data taken at different angles and planes. These devices may include signal 
analysis and display equipment, patient and equipment support, components, and accessories. 

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

• Please continue to use your system in accordance with its intended use.  If you need to
remain in the room for the duration of a scan, Philips recommends using protective
eyewear.

• 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.

• Place this URGENT Field Safety Notice Letter with your system documentation.

• 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, understanding of the issue, and required actions to be taken.

5. Actions planned by Philips to correct the problem

Philips will contact you to schedule a time for a Field Service Engineer (FSE) to visit your site and
install a solution to address the issue (reference FCO72800798).
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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: <When a Philips representative is required, contact details to be provided by the 
Market> 

This notice has been reported to the appropriate Regulatory Agencies. 

Sincerely, 
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URGENT Field Safety Notice Response Form 

 
Reference:  Potential for System Shutdown and Expelled Parts on Incisive CT Systems (Reference 
FCO72800798) 
 

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: 
 

• You may continue to use your system(s) in accordance with the intended use. 

• Follow the instructions provided in Section 4 of this URGENT Field safety Notice Letter. 

• Circulate this Urgent Field Safety Notice Letter to all users of this device so that they are aware 
of the issue. 

• Place this URGENT Field Safety Notice Letter with your system documentation.   
 
  
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 Philips at:  <local market email address> 
 




