Dear Valued Patient or Caregiver,  
PHS has been informed about an Urgent Medical Device Notice about a product used for tracheostomy care. Airlife, the manufacturer of the Ballard Closed Suction System, has identified that specific lots of four different products were not properly sterilized before shipping. These products first shipped out on January 9, 2025. At this time, no patient harm has been reported. 
Please check your supplies using the table below to see if you have any affected products: 
Affected Products 
	MMS # 
	MFG Catalog # 
	Description 
	Affected Lot(s) 

	270879 
	198 
	CATHETER, SCTN INLINE NEONATE 8FR (20CS) 
	1561168 

	538240 
	20083 
	CATHETER, TRACH 8FR PED (20/CS) 
	1555215, 1555217 

	281819 
	220135 
	SUCTION SYSTEM, CLOSED CATHETER 14FR 12" (20/CS) 
	1555453, 1564227 

	281915 
	210 
	CATHETER, SCTN INLINE NEONATE 10FR (20/CS) 
	1561165 


 
What to Do If You Have an Affected Product: 
1. Discard any open product that does not have its packaging to check the item and lot numbers. 
2. Review your current inventory to see if you have any affected products. 
3. If you have affected products: 
· Call your local Pediatric Home Service (PHS) office to report the quantity, item number, and lot number. 
· Discard the affected product. 
· PHS will send a replacement product at no charge, and this will not affect your monthly supply limits. 
We understand that notices like this can be concerning, and we are here to help. If you have any questions or need assistance, please contact your local PHS office. 
Thank you for your attention to this matter and for trusting us with your child’s care. 
Sincerely, 
Sam Hoy 
National Product Safety Manager, PHS 
