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Status RECRUITING
Phase Not Applicable
Sponsor Orlando Health, Inc.
Enrollment 104 participants

Key Eligibility Criteria

Inclusion (10)

• Age e 18 years

• Patients with symptomatic necrotic collection diagnosed on MRI or CT abdomen/pelvis, defined as fluid collection in the setting 
of documented pancreatic necrosis that contains necrotic material and encased within a partial or complete wall.

• Documented or suspected infected necrotizing pancreatitis 1) Documented infected necrotizing pancreatitis, defined as: i. 
Positive culture obtained with percutaneous fine needle aspiration from the pancreatic necrotic collection (if intervention is 
undertaken d14 days of onset of acute pancreatitis) ii. OR gas in the necrotic collection on imaging at any time. 2) Suspected 
infected necrotizing pancreatitis, if \>14 days after onset of disease, defined as: i. Persistent organ failure in patients admitted 
to the ICU ii. OR presence of at least three of the following six clinical/laboratory parameters (SIRS criteria or elevated CRP or 
elevated procalcitonin) with no other infection focus. These clinical criteria are considered sufficiently reliable only after the initial 
14 days of acute pancreatitis:

• Temperature \>100.4 °F or \<96.8 °F

• Heart rate \> 90 beats/min

... and 5 more (see full listing online)

Exclusion (6)

• Age \< 18 years

• \> 26 days after the onset of acute pancreatitis

• Indication for emergency laparotomy for abdominal catastrophe (e.g. bleeding, bowel perforation, abdominal compartment 
syndrome).

• Necrotic collection is not amenable for endoscopic intervention.

• Pregnancy.

... and 1 more (see full listing online)

Locations (1 total)

Orlando Health Digestive Health Institute, Orlando, Florida, United States

https://clinicaltrials.gov/study/NCT07406698
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