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Dear partners, 

 

Since June 2024, we received 2 Complaints for a broken syringe (picture 2) without any patient injury. 

During the incoming inspection of SERSQUID_3ML syringes, part of the SQUID 3ML kit, we detected occurrences of 

crack on the syringe, which can lead to broken syringes. See picture 1 & 2. 

 

How the issue has been detected:  

Our incoming inspection is a visual inspection carried out with the naked eye, on a table, without a specific background, 

without raking light, and through the sterile bag (Tyveck). No other special conditions are necessary to detect the defect. 

 
Picture 1: crack on syringe body 

 
Picture 2: Broken syringe 

 

Detail of our investigations: 

We defined corrective actions linked to this process to avoid this defect. The pushed position of the piston (Picture 3)  

which favors cracking or breakage of the syringe is systematically avoided. The only position which avoid this failure is 

the "middle of the syringe" position (Picture 4).  

 

     
Picture 3: plunger pushed                           Picture 4: Plunger in middle position 

  








