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URGENT MEDICAL DEVICE FIELD CORRECTIVE ACTION

[bookmark: TMBetreff2]Re:  Medrad® Centargo CT Injection System [bookmark: TMDatum]
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1 Bayer Drive
Indianola, PA 15051
U.S.A.



1-800-633-7237 
www.radiologysolutions.bayer.com








(Catalog numbers: CENT-SYS-BAT and CENT-SYS-OCS)

Dear Valued Customer,

We have identified an issue with the Patient Line sensor, a component of the Centargo CT Injection System which detects a Patient Line. Through the investigation of alleged air injection complaints, it was determined that under certain conditions the Patient Line sensor may not be reliably detecting the presence of a Patient Line. 

A Patient Line sensor, which is not working as intended, may detect a Patient Line being installed without one being present. This situation would then trigger the injection system to auto prime saline (which, in this case, would be dispensed onto the floor) and it would also change the light display to Fluid color (Blue). Subsequent Patient Line installation would not be detected by the system and system auto prime would not occur, creating the potential for air injection, in extremely rare circumstances.

A combination of the following items may contribute to Patient Line sensor performance issues:

· Sensor assembly/ manufacturing issues
· Fluid/scuffing (potentially caused by bulk fluid spills or cleaning) of sensor lens
It is important to monitor the situation and rely on best practices when performing procedures; do NOT only rely on automatic system actions (e.g. auto prime).

Please take note of the following steps and adhere to guidance described in the Operations Manual and Instructions for Use (IFU):

· [bookmark: _Hlk183446924][bookmark: _Hlk183446966]Safety Check. As a reminder the operator must always check Patient Line for air (follow the attached screenshots of the Operation Manual and IFU on how to check the Patient Line for air and the meaning of the Patient Line Port Light colors); insert Patient Line only when port light is flashing white.

· Observe. Inform Bayer, if you see spraying fluid/ auto priming with no Patient Line in place, or other suspect sensor behavior. This includes Patient Line Port Lights displaying a color other than flashing white when no Patient Line is installed.


· Work Environment. Contact Bayer Service if bulk fluid spill occurs with ingress into the injection system.
We appreciate your cooperation and sincerely regret any inconvenience caused by this situation. We maintain high standards of quality control and are committed to providing effective products and service to support patient care.


Sincerely,
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Jeffrey Corrales
Product Supply Site Director






Enclosures:
Attachment 1: Guidance and Best Practices
Attachment 2: Customer Acknowledgement Form
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