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Urgent Field Safety Notice - Urgent Medical Device Recall 
AXIOS™ Stent and Electrocautery Enhanced Delivery System 

 
 
 

 
Dear Materials Manager and/or Healthcare Provider, 
 
Description of Issue and Clinical Impact: 
Boston Scientific is initiating a removal of certain AXIOS™ Stent and Electrocautery Enhanced Delivery 
Systems (6 mm × 8 mm, 8 mm × 8 mm, and 20 mm × 10 mm), detailed in Attachment 1. This action is being 
taken due to increased reports of stent deployment and expansion issues with these configurations. This 
issue only occurs at the time of delivery of the stent and is expected to be noticed by the physician. 
Successfully implanted stents are not affected by this issue. 
 
The most common outcome reasonably foreseeable resulting from difficulty deploying the stent is 
prolongation of the procedure to exchange the device for a new one. 
 
The most serious reasonably foreseeable outcome in cases where the first flange is unable to deploy or 
expand would be a cascade of events resulting in additional intervention, either endoscopic or surgical, to 
remove the stent and close the puncture site. 
 
The serious injury events also included 3 deaths; these events were associated with use outside of indication 
(EDGE procedure, gastrojejunostomy) or investigational use (AXIOS GE for GOO IDE study) and required a 
cascade of events with special circumstances such as decision for palliative care, altered anatomy or acute 
unrelated procedural complication, all of which limited further treatment options. 
 
Recommendations: 
Patients who have been treated with a successfully implanted AXIOS™ stent should continue to follow 
standard of care, as the issue only occurs at the time of delivery of the stent. Any additional management 
should be at the discretion of their physician based on individual circumstances. 
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