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Date: May 21, 2026  

   
Urgent Field Safety Notice 

IRIS 
 
 

1. Information on Affected Devices 

1. Device Type 

Automated injection delivery system for radiopharmaceuticals 

2. Commercial name 

IRIS 

3. Primary clinical purpose of device 

The IRIS is intended to prepare an accurate dose according to the medical prescription, 
and to perform in bolo intravenous injection for radiotracers for PET diagnostic 
procedure (Positron Emission Tomography), SPECT (Single Photon Emission 
Computed Tomography), and radiopharmaceuticals for therapy, providing the protection 
of the medical personnel from the used radiotracers or radiopharmaceuticals 

4. Device Model/Catalogue/part number 

IRIS / Catalog number:0246010026 

5. Affected range 

Systems with PLC version 2.0.0 and higher 

 
 

2. Reason for Field Safety Corrective Action (FSCA) 

A customer complaint was received reporting the occurrence of a backflow originating from 
the waste vial.  
 
During the subsequent root cause investigation, it was identified that a backflow from the 
waste vial towards the manifold could occur during the preparation phase in IRIS systems 
equipped with PLC software version 2.0.0 and higher. In case a non-sterile waste vial is 
used and/or the waste vial already contains waste, this backflow is a potential risk of 
contamination of the manifold. 
 
To address and eliminate this potential risk, a corrective action has been defined in the form 
of a PLC software update. This update modifies the valve positioning logic to ensure that, in 
the relevant state, the system does not connect to the waste vial. Instead, the valve position 
is changed to connect to the patient output line, which is sterile and closed, thereby 
eliminating any potential contamination pathway. 
 
Although no adverse events or patient harm have been reported to date, this corrective 
action has been designated as a mandatory Field Safety Corrective Action to ensure 
continued compliance with the applicable safety and performance requirements. 
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