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Figure 1: Product Pouch Label with Incorrect REF number, UDI and Size 
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✓ The packed product and Lot number are correct - 6F  
✓ Coloured part of the label is correct - Big font 6F print and colour is Green  
✓ Compatible Guidewire size is correct - Same for 4F and 6 F   
✓ The device length is correct - 45 cm   
✓ The package quantity is correct - 1 piece  
✓ Production and expiry date are correct  
➢ REF number and UDI are INCORRECT - they refer to the 4F version of the device  
➢ The device description is INCORRECT – it refers to the 4F version of the device  
➢  Device representation scheme is incorrect -4F has pre-shaped dilator, 6F does not  

 
Harms:  
There have been no reports of adverse patient events related to this issue. However appropriate 
traceability of devices with the incorrect labelling information is affected.  
 
As illustrated in Figure 1, the label includes color-coded printed information that correctly identifies the 
product as the 6F version. The color coding is clearly visible and aligns with the standard designation for 
this product size. The labelling error would therefore be identified before the procedure is performed. 
The probability of use of incorrect device size due to mismatching label is highly unlikely in well-regulated 
clinical settings due to:  
 
• Standardized procedural protocols  
• Color-coded sheath and catheter systems  
• Pre-procedure checklists  
• The users are well-trained in the catheterization procedures and aware of the clinical 
consequences.  
 
Advise on action to be taken by user: 
Our records indicate that the affected lot of the Fortress Introducer Sheath system was shipped to your 
facility.  
 
Contract Medical International GmbH requests that the economic operators and customers who have 
received products from the affected lot, please verify if the labelling information on the received products 
are consistent. Figure 2 below, provides an example of the correct product pouch label where the labelling 
information and print content is consistent and matching with the devices from the delivered lot 800989: 
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Figure 2: Product Pouch Label with correct REF and size for lot 800989. 

Contract Medical International GmbH requests to be contacted through the contact information listed 
below should you determine you have received a product with incorrect labelling for replacement.  

 
Products from the affected lot that have correct labelling as indicated by Figure 2, are not impacted by 
this Field Safety Notice.  

 
 
 
 
 
 








