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URGENT FIELD SAFETY 
NOTICE 
 
 

 

 
Date of Letter Deployment GE HealthCare Ref. # 60996 

 

To:  Director of Clinical/Radiology 
Risk Manager/Hospital Administrator 
 

RE: B1+RMS predicted value may exceed user prescribed limit in Low SAR Mode for certain MR 
systems 
 

 

Safety  
Issue 

GE HealthCare has become aware that for certain MR systems (see affected 
products list below), the system predicted B1+RMS value (see Figure 2) can exceed 
the B1+RMS user prescribed limit (see Figure 1) when scanning in Low SAR Mode 
and the following two conditions are met: 
 

1. 2D FSE T2 FLAIR OR T2 FLAIR Propeller imaging sequence is selected,  
AND  

2. the Optimized T2 FLAIR sequence option is turned off OR not included in 
the MR configuration.  

 
If this occurs, it can result in overheating of an MR conditional implant. 
 
There have been no injuries reported to GE HealthCare as a result of this issue. 

  

 
Figure 1. Low SAR Mode User Interface showing the user prescribed B1+RMS limit 
 

 
Figure 2. Scan Prescription User Interface showing the system predicted B1+RMS 
limit  
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Actions to 
be taken by 
Customer/ 
User 

You can continue to use your MR system by following the instructions below: 

 

To ensure that the displayed B1+RMS value on the Scan Prescription User Interface 
(Figure 2) does not exceed the user prescribed limit (Figure 1) specified in the Low 
SAR Mode User Interface:   

 

• If your software version includes the Optimized T2 FLAIR Sequence option, 
enable this option by setting the value to 1.00. This option is present on the 
Advanced Tab of the Scan Prescription User Interface. Please see Figure 3 
for T2 FLAIR FSE and Figure 4 for T2 FLAIR Propeller. 

 
 

 
Figure 3. Optimized T2 FLAIR Sequence enabled (set to 1.00) in the Advanced Tab 
for T2 FLAIR FSE 

 

 
Figure 4. Optimized T2 FLAIR Sequence enabled (set to 1.00) in the Advanced Tab 
for T2 FLAIR Propeller 

 

• If your software version does not include the Optimized T2 FLAIR Sequence 
option, adjust scan parameters such as “TR”, “# Slices” or “Auto Refocus 
Flip Angle” until the displayed B1+RMS value on the Scan Prescription User 
Interface (Figure 2) does not exceed the user prescribed limit.   
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GE HealthCare Ref. # 60996 

 
MEDICAL DEVICE NOTIFICATION ACKNOWLEDGEMENT 

RESPONSE REQUIRED 
 
Please complete this form and return it to GE HealthCare promptly upon receipt and no later than 
30 days from receipt. This will confirm receipt and understanding of the Medical Device Correction 
Notice.  
 

Facility Name:  

Street Address:  

City/State/ZIP/Country:  

Customer Email Address:  

Customer Phone Number:  

 

☐ 

We acknowledge receipt and understanding of the accompanying Medical Device 
Notification, and that we have informed all potential users and have taken and will 
take appropriate actions in accordance with that Notification. 

 
Please provide the name of the individual with responsibility who completed this form. 
 

Signature:  

Printed Name:  

Position/Job Title:  

Date (DD/MM/YYYY):  

 

 

Please return completed form by scanning or taking a photo of the completed form and email 
to: Recall.60996@gehealthcare.com 
 

 

 




