
AXIOS™ Stent and Delivery System
Clinical Summary

The AXIOS™ Stent and Delivery System (AXIOS) for 

endoscopic drainage of pancreatic pseudocysts has 

been evaluated in clinical studies and commercial use in 

both the United States and internationally. An overview 

of endoscopic pseudocyst drainage and a summary of 

the clinical data on AXIOS Stent is included below.

ENDOSCOPIC DRAINAGE OF PANCREATIC PSEUDOCYSTS
Pancreatic pseudocysts are collections of pancreatic fluid contained by a wall of fibrous tissue, which result 
from pancreatic inflammation due to pancreatitis, trauma, or ductal obstruction. Pancreatic pseudocysts that are 
symptomatic or those that persist beyond 4 to 6 weeks are usually drained. 

As a result of technical advances, physician experience and its less-invasive nature, endoscopic drainage has replaced 
surgery as first line therapy in many centers. Endoscopic ultrasound (EUS)-guided transmural drainage is routinely 
associated with improved safety and efficacy, shorter procedure time and length of stay, lower costs and improved 
physical and mental health of patients.1,2  The endoscopic transmural drainage procedure involves three main steps: (1) 
accessing the pseudocyst, (2) tract dilation, and (3) placing a drainage device. The stents used for endoscopic drainage 
include plastic pigtail stents and self-expanding metal stents.3,4,5,6 Plastic stents have a narrow lumen and frequently 
occlude, requiring stent exchanges or placement of additional stents.7 Metal stents have a large-diameter lumen for 
efficient drainage; however, they have no anchoring feature and may migrate into or out of the cyst over time.8 Neither 
plastic nor metal Stents are indicated for transmural pseudocyst drainage.

AXIOS CLINICAL LITERATURE
The AXIOS Stent is a fully-covered, self-expanding nitinol stent. AXIOS facilitates EUS-guided, transmural endoscopic 
drainage of pancreatic pseudocysts into the upper gastrointestinal tract through its large lumen and unique, tissue-
apposing design. Results from a clinical feasibility study, conducted by Itoi et al showed that AXIOS Stents were 
successful in all five cases with no complications and no patients requiring a repeat procedure during the 11.4 month 
median follow up.9 Gornals et al. placed the AXIOS Stent in nine patients with pancreatic fluid collections. Their 
technical success rate was 88.8 % (8/9) and mean time to stent retrieval was 33 ± 40 days. After comparing these to 
10 patients with plastic pigtail stents, technical and clinical success rates were found to be similar. However, in the 
plastic stent group, two migrations, two recurrences, and two complications were found. The number of stents used 
(n = 15) and the median procedure time (42.8 ± 3.1 min) in the plastic stent group were also significantly higher.10

ADDITIONAL CLINICAL DATA
Results from a seven-center clinical study demonstrate the safety and effectiveness of the AXIOS Stent and Delivery 
System. The aim of this multi-center single-arm study was to evaluate the safety and efficacy of the novel AXIOS 
anchoring, covered, self-expanding metal stent for the transmural drainage of symptomatic pancreatic pseudocysts in 
a large sample size.
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Study Objective To demonstrate the safety and effectiveness of the AXIOS Stent and Delivery System for 
endoscopic drainage of symptomatic pancreatic pseudocysts

Study Design Prospective, multi-center, non-blinded, single-arm (nonrandomized)

Subjects Enrolled 33 (18 male and 15 female)

Safety Endpoint Freedom from major complications through the duration of AXIOS Stent implantation and 
1-week post-stent removal

Effectiveness Endpoint Acceptable rate of stent lumen patency; stent removability; technical and clinical success at 
30 days and/or 60 days

Study Population Subjects 18-75 years of age, suitable for transluminal drainage of symptomatic pancreatic 
pseudocysts ≥6 cm in diameter and adherent to the bowel wall

STUDY RESULTS
Effectiveness: Of the 30 stents placed, there were no intra-operative 
complications. Immediate post procedure endoscopic exams, as well 
as exams at stent removal, noted no injury to surrounding tissue at the 
AXIOS Stent site. Resolution of the treated pancreatic pseudocysts was 
achieved in a majority of the subjects. For some subjects, de-bridement, 
lavage, irrigation and cystoscopy was required and performed through 
the AXIOS Stent as an access port. AXIOS Stent removal was readily 
performed using standard endoscopic tools (snares, forceps, etc.) with 
no injury to the treatment site.

Safety: The pivotal study results demonstrated that there were no unanticipated events related to the use of the device 
or the endoscopic approach in its deployment. Serious adverse events deemed related to the AXIOS Device or the index 
procedure were the same type of events as those generally associated with endoscopic pancreatic pseudocyst drainage 
with commercially available stents and delivery systems.

CONCLUSION
The study of the AXIOS Stent and Delivery System demonstrated the AXIOS Devices to be predictable and easy to use. 
There were no intraoperative adverse events during AXIOS Stent placement or removal. There were no unanticipated 
complications or new risks related to the implantation and removal of the AXIOS Stent. The AXIOS Stent and Delivery 
System is deployed using current strategies and techniques for clinical assessment and treatment. In conclusion, the 
AXIOS Devices were safe and effective for the endoscopic drainage of symptomatic pancreatic pseudocysts.

Effective Measure Results

Technical Success 
       Stent Placement 
       Stent Removal

 
90.9% (30/33) 
96.7% (29/30)

Stent Lumen Patency 93.1% (27/29)

Clinical Success 86.2% (25/29)

Overall Effectiveness 86.2% (25/29)
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All trademarks are the property of their respective owners.
Indications, Contraindications, Warnings and Instructions for Use can be found in the product labeling supplied with each device.
Caution: Federal (USA) law restricts this device to sale by or on the order of a physician


