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1 Administrative information
Type of report
What is the FSCA based on
2 Information on submitter of the report
Status of submitter
3 Manufacturer information
4 European Authorised Representative Information
5 Swiss Authorized Representative
6 Submitter
6 Medical device information
Class
MDD/AIMDD 
IVDD 
MDR 
Type (Multiple choice) 
IVDR 
Type (Multiple choice) 
Unique Device Identification (UDI)  
Please indicate the date of one of the following: 
7 Description of the FSCA
Is the root cause  known :
Manufacturer Action Required: "check all that apply":
Action to be taken by the user "check all that apply":
SubActions for Switzerland 
Please list all subactions planned by the manufacturer in this FSCA and the time schedule (e.g. inform user, send reminders, software update, effectiveness check,...). To add or remove actions use the buttons (+/-)
SubAction 
IMDRF Medical device problem codes (Annex A)  Coding with IMDRF terms is a mandatory requirement (one code per field)
IMDRF 'Medical device problem codes'
IMDRF ‘Cause Investigation' terms and codes (Annex B, C, D)
Coding with IMDRF terms is a mandatory requirement (one code per field)
IMDRF Cause investigation: Type of investigation (Annex B)
IMDRF Cause investigation: Investigation findings (Annex C)
IMDRF Cause investigation: Investigation conclusion (Annex D)
Greatest hazard presented to the patient / user that the FSCA is intended to mitigate - IMDRF 'Health Effect' terms and codes (Annex E, F). Coding with IMDRF terms is a mandatory requirement (one code per field)
IMDRF 'Clinical signs, symptoms, and conditions codes' (Annex E)
IMDRF 'Health impact' codes (Annex F)
Component causing the problem adressed by this FSCA - IMDRF 'component' terms and codes (Annex G). 
Coding with IMDRF terms is a mandatory requirement (one code per field)
IMDRF Component codes 
FSN Status
The medical device has been distributed to the following countries:
8 Comments
0
Submit the FSCA
Submission of this report does not, in itself, represent a conclusion by the manufacturer and/or authorised representative or the National Competent Authority that the content of this report is complete or accurate, that the medical device(s) listed failed in any manner and/or that the medical device(s) caused or contributed to the alleged death or deterioration in the state of the health of any person.
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Only for use with Adobe Professional 
To unprotect form for amendments or corrections click this button
 
HINWEIS
Dieses Formular funktioniert nur mit eingeschaltetem JavaScript. 
Der Adobe Reader weist mit folgender Information darauf hin.
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AVIS
Ce formulaire fonctionne uniquement avec la fonction JavaScript activé. Cette information est affichée si Javascript est désactivé. 
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AVVISO
Questo formulario funziona solo con la funzione JavaScript attivata. Questa informazione viene visualizzata se la funzione JavaScript è disabilitata.
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	fscaBackground: Philips has identified an issue where a specific component failure in the Gradient Coil of Ingenia Elition, SmartPath to Ingenia Elition X, MR 7700 or ‘Upgrade to MR 7700’ MR systems may act as a heat source, with a potential to produce smoke and/or fire.

If the component failure occurs, the user may observe the following:
• Severe image quality issues (image artifacts caused by electrical disturbances)
• Smoke and/or fire. 

Philips has received two (2) complaints of fire associated with the Ingenia Elition MR system.  In both cases there was no report of injury or serious harm, however damage to property has occurred.

Update - The FSN, dated 5-JUN-2023, was revised and updated as follows:

Philips has updated section 1 of the attached customer letter (What the problem is and under what circumstances it can occur) with two (2) newly identified issues. See issue 2) and 3).

Issue 2 (new): 
System Power Cycle: The system operator is able to bypass the SmokeDetector Interlock system locking mechanism after a smoke detection and attempt to power-cycle the system. If the operator completes a MR System power-cycle the SmokeDetector Interlock is reset. The SmokeDetector Interlock will continue to engage and shut the system down if it detects smoke again.  

There have been no reports of adverse events reported to Philips regarding this issue as of April 2023. 

Issue 3 (new):
Insecure Cable: A connecting cable, between the SmokeDetector Interlock and the host PC, may not have been properly installed. This connection is used for service diagnostics and does not impact the functionality of the system and/or the SmokeDetector Interlock system. 

There have been no reports of adverse events reported to Philips regarding this issue as of April 2023.

Philips updated Section 4 to include additional details and clarification.

Philips updated Section 5 to provide details on the corrections that will be implemented.
	fscaSummary: Conclusion About Health Risk
There is a reasonable probability that use of or exposure to the product will cause serious adverse health consequences or death.
	fscaProbability: There is a reasonable probability that use of or exposure to the product will cause serious adverse health consequences or death.
	fscaRootcause1: 
	fscaRootcause2: 
	fscaRootcause3: 
	description: 
	fscaDescription: Investigation has determined the scope of affected devices but is ongoing to determine the root cause of the issue.
	fscaMFAction1: 0
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	TextfscaMFAction5: SmokeDetector Interlock is being implemented to contain the issue while investigation continues to determine root cause.
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	TextfscaMFAction7: Further investigation is ongoing
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	fscaJustification: Philips is providing this customer letter containing guidance until the investigation into this issue is complete.

Customer letter was updated to include additional notices that work on solutions of the affected systems is in process and will be deployed once these are available for the affected systems. 

Once deployed, a Philips Field Service Engineer (FSE) will visit the affected sites for:
Issue 1: Gradient Coil: 
• Philips has equipped all impacted systems with the SmokeDetector Interlock as of January 2023 (Reference FCO78100529).  
• Philips plans to improve the SmokeDetector Interlock system reaction time from ten (10) seconds to one (1) second (Reference FCO78100562). Philips plans to start implementing beginning in Q4 2023. 
• Install a heat detector on the gradient coil to test/monitor your system to determine if the Gradient Coil has a defect and requires replacement (Reference FCO78100560). Philips plans to start implementing beginning in Q4 2023

Issue 2: System System Power Cycle:
Install a software Service Pack to prevent the bypass of the SmokeDetector Interlock system and update the SmokeDector Interlock error message to provide more detailed instructions for the operator. As part of this installation, Philips will be providing an electronic IFU Addendum to include the SmokeDetector Interlock, Heat Detector system, and align with the instructions provided in sections 4.2 and 4.3 of this letter.  

Based on your systems software the table below indicates when the solution will become available. 
Reference number Current Software release affected: Philips plans to release solution by:
FCO78100565 with SW R5.x.  Beginning in Q2-2023.
FCO78100567 with SW R10.x and R11.x. Beginning in Q3 2023.

Issue 3: Insecure Cable:
Philips will inspect your system and install the correct cable connector if necessary. (Reference FCO78100560). Philips plans to start implementing beginning in Q4 2023
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