
 

 

 
 
 
 
 
 

To the attention  

Pharmacist responsible for sterile and  

of the Local Materiovigilance Correspondent 

  
Lissieu, 09/03/2023 
 
 
 

 N/Ref:   BW/ FSN-PN-MDX3515M/ R2303496 
 
           
Subject: PN-MDX3515M Safety Information 
 
 
 

URGENT SAFETY NOTIFICATION 
 

Dear Madam, Dear Sir, 
 
 
As part of our material vigilance management, Cair LGL has decided to provide security 
information regarding the following product: 
 
 

Reference:  PN-MDX3515M – Guerbet Part Number: 240004 
Description:  150CM EXT/INJ LINE STRAIGHT CT/MR 

Lot Number: cf annex 

 
Figure 1: product image 

 



 

 

 
 
 
 
 
 
 
Following the market feedback of several customers, we were able to notice the probability of 
crack of the luer lock female linden compatible of PN-MDX3515M extenders. This crack may 
result in the leakage of contrast fluid and, in more unlikely cases, the entry of air into the device.  
 
The leakage of contrast medium could lead to having a patient receiving a lower dose than the 
prescribed dose for a specific indication. A second scan with a second contrast medium injection 
may be required to establish a good diagnosis. There is a risk of injury induced by exposure of 
the user or the patient to the contrast medium that may induce some signs of allergic reaction or 
irritation on the skin or in the eyes. 
The entry of air into the device could potentially lead to an embolism with potential health 
consequences depending on the volume of injected air. Large-volume venous air embolism (> 
100 mL) is potentially fatal. Vascular air embolism resulting from the injection of a few milliliters of 
air during intravenous administration of contrast medium may remain asymptomatic. For 
information, the total volume of the tubulure is not higher than 4.88mL. The entry of air might also 
lead to contamination of the solution with microbial germs. The patients may develop general 
symptoms characteristic of an infection disorder.  
 
Users are advised to be careful when connecting the device with the injection syringe and to not 
apply excessive screwing on the device. This potential failure is detectable when the device is 
connected to and purged from the injection syringe. If the crack or leak is found during the line 
purge, please put the device aside and follow instruction that will be provided by Guerbet upon 
complaint filling. You can replace this device with one of the same batch number because this 
problem is random and with very low probability. 

 
Figure 2: Illustration of the syringe/extender connection point 

 
  





 

 

 
 
 
 
 
 
 
 

RETURN AND ACKNOWLEDGEMENT FORM 
Safety information ref: BW/ FSN PN-MDX3515M/ R2303496 

REF : PN-MDX3515M / Guerbet Part number : 240004 

 
To be completed and returned upon receipt: 

 
Email:  ____________________________ 

Fax:  ____________________________ 

 
 
 
Stamp of the Institution: 
 
 
 
 
 
 
 
We hereby certify the receipt of the Field Safety Notification sent by CAIR LGL via the intermediary 
of Guerbet and/or its distributors and the transmission to all persons needing to be informed in 
our organisation 
 
 Field Safety Notification was read and understood. 
 
 
Name/ Quality of the person who completed the form: 
 
 
 
 
 
Response Date:  __________________________ 

Signature:  __________________________ 

 






