
  

 
 

August xx, 2016 
 
[Institution] 
[address] 
[city, state, zip] 
 

FIELD SAFETY NOTICE 
 
Re:  Certegra® Workstation used in conjunction with Medrad® Stellant® CT 
Injection System  
Catalog number: CWKS DISPLAY 
Part number (appears on product):  PN 3030896  
Serial Numbers:  Impacted Workstation serial numbers start with KSA051 
 
Dear Customer, 
 
We have identified that an internal cable connection in the All-in-One computer 
component of certain Certegra® Workstations used in conjunction with the Medrad® 
Stellant® CT Injection System may potentially exhibit thermal events such as smoke, 
sparks or fire.  This is a result of degradation over time of the shielding within the 
connection.  If such an event occurs, a delay of procedure, coughing, nausea, 
difficulty breathing, or first or second degree burns may occur. 
 
There have been no patient or user injuries reported as a result of this situation.   
 
Your institution has received this letter because your facility may have one or more 
Workstations that are affected by this Field Safety Corrective Action.  Please take 
the following actions: 
 

1. If you have more than one Workstation at your institution, determine which 
Workstation is impacted by following the enclosed Instructions for Impacted 
Workstation Identification.  Please note that impacted Workstations have 
serial numbers that begin with KSA051 and are black in color.   
 
Note

2. If you have an impacted Workstation, we recommend that you take the 
following actions until your Workstation is replaced: 
 

:  If you have multiple Workstations in multiple CT suites, do not 
move an impacted Workstation from its current location and replace with a 
different, non-impacted Workstation.  Taking such action will impact your 
system interfaces and data collection. 
 

• While computers are normally warm during use, remain vigilant in 
checking the back of the Workstation for signs of smoke or other 
thermal activity while the system is in use.  If smoke or other thermal 
activity is observed, unplug the power cord and discontinue use of your 
Workstation until it is replaced.   
 

• Power down the system when you are closing your CT suite for the day 
or when the CT suite will not be staffed for an extended time and then 
power it back up prior to your next contrast enhanced CT scan. 
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• Please see the enclosed Interim Instructions for Use for further details.  
Call Bayer Service at [insert local customer service number] to have 
replacement of your Workstation prioritized. 

    
 
You will be contacted by a Bayer Service Representative to schedule replacement 
of your impacted Workstation within the next 30 days.  You should expect the 
service call to require about three hours during which time the Bayer Service 
Representative will replace the Workstation ensuring that all data from the original 
hardware is backed up and transferred to the new Workstation.   
 
Patient and user safety is Bayer’s primary concern. To ensure your site receives 
notice of this important Field Safety Corrective Action, this letter has been issued to 
both Radiology Administration and Biomedical/Clinical Engineering.  
 
We appreciate your cooperation and sincerely regret any inconvenience. If you have 
questions, please contact our customer support team at [insert local customer 
service number]. 
 
Sincerely, 
 
 
 
 
[Insert CDH or other country rep signature] 
 
 
 
 
 
 
 
 
Enclosures 
 


