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November 2, 2022 

URGENT:  MEDICAL DEVICE FIELD SAFETY NOTICE 

CooperSurgical NEO-fit™ Neonatal Endotracheal Tube Grip 
Part Number:  42-2540 

Dear Valued CooperSurgical Customer or Distributor, 

CooperSurgical is hereby issuing a Medical Device Field Safety Notice (FSN) for all NEO-fit™ Neonatal Endotracheal 
Tube Grip devices.  All devices that are still in distribution, up to 220,500 unexpired individual devices*, are 
potentially susceptible to this issue.  A list of lot numbers of potentially affected devices is included in the 
appendix of this packet (page 4). 

*Note:  Each sales unit of this product contains twenty (20) individual devices having the same lot number. 

Reason for Voluntary Field Safety Corrective Action (FSCA):  
CooperSurgical has become aware of a potential health risk in which 
metal clips (encircled in red in the image to the right) used to grip the 
endotracheal tube may fracture and detach from the strap and then be 
ingested by the patient. 

Risk to Health: 
If detached metal clips are ingested, there is a potential for laceration to 
the gastrointestinal tract as the clip passes through the patient’s body. 

Actions to be Taken: 
Our records indicate that you may have purchased the affected product from CooperSurgical.  Please take the 
following steps to ensure the safe return of the affected products: 

1) Inspect your inventory and quarantine any affected product. 

2) Complete the appropriate version of the attached form (Customer Acknowledgement Form or Distributor 
Acknowledgement Form).  Once completed, return the form to CooperSurgical as indicated at the top of the 
form.  Note:  Even if you do not have any affected product in your inventory (or have not distributed any 
affected product to customers), please complete and return the enclosed form so that we may document 
receipt of this FSN. 

When the completed form is received by CooperSurgical, arrangements will be made for the return of any 
affected product at no additional cost to you.  Credit will be applied to your account for product returned under 
this action. 

CooperSurgical is committed to high-quality, safe, and effective products.  This corrective action has been 
initiated to ensure this failure mode does not reoccur and future potential patient harms can be avoided. 

We sincerely apologize for the inconvenience caused by this notice.  If you have any questions, please feel free 
to reach us at 203-601-5200 ext. 3300 or recall@coopersurgical.com. 

Sincerely, 

 
 

Manager of Risk Management 










