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 URGENT: FIELD SAFETY NOTICE 
 BLUselect® Tracheostomy Tube Kits , BLUselect® Suctionaid® Tracheostomy Tube 
Kits, BLUgriggs® Percutaneous Dilation Tracheostomy Procedural Kit or Tray with 

BLUselect® Tracheostomy Tube with or without Forceps, BLUperc® Dilation Procedural 
Tray with Single Stage Dilator Products, BLUperc® Percutaneous Dilation Tracheostomy 

Procedural Kit or Tray with or without BLUselect® Tracheostomy Tube 
 
15th August 2024 
   
Dear Valued BLUSelect® Customers, 
 
Smiths Medical, Inc. is issuing this Urgent Field Safety Notice to notify you of a potential defect with the 
following BLUSelect®, BLUgriggs® and BLUperc® products listed in Attachment 1_Affected Product. This 
letter details the issue and the required steps for you to complete. 
 
Issue: 
Smiths Medical has identified the potential for a disconnection of the pilot balloon from the tracheostomy 
inflation line within specific lots of the BLUSelect®, BLUgriggs® and BLUperc® products because of a 
manufacturing defect.  See the photo example of the issue below. 
 

 
 
Potential Risk: 
If the pilot balloon used to inflate the tracheostomy cuff becomes detached from the inflation line, the 
cuff pressure may not be maintained which can lead to inadequate ventilation of, and increased risk of 
aspiration to the patient.  To date, Smiths Medical has received thirteen (13) reports of serious injury and 
zero (0) deaths associated with this issue. 
 
Affected Product 
Please see the affected item and lot numbers in Attachment 1_Affected Product List and also product 
distribution date range. 
 
Smiths Medical Actions:  
Smiths Medical is sending this notification to all BLUSelect®, BLUgriggs® and BLUperc® customers who 
received products from Smiths Medical listed in Attachment 1_Affected Product. Smiths Medical will 
provide credit to affected customers upon receipt of a completed response form to certify product 
destruction.  
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ADDITIONAL AFFECTED PRODUCT DESTROYED 
 

Item / SKU Number Lot Number Quantity in 
inventory (Eaches) 

Quantity Destroyed 
(Eaches) 

Date of Destruction 

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

     

  
 

  

 






