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Study Description Goto | =

Brief Summary:
The investigators aimed to perform a comparative study, evaluating the efficacy of three prophylactic
approaches aiming to reduce the risk of post-ERCP pancreatitis, using pharmacologic agents with
different mechanisms of action (NSAIDs and/or acetylcysteine) in three different regimens.
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Post-ERCP Pancreatitis

Study Design

Drug: indomethacin suppository Phase 4

Drug: N-acetylcysteine (NAC)
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Allocation:
Intervention Model:
Masking:

Primary Purpose:
Official Title:

Interventional (Clinical Trial)

250 participants

Randomized

Parallel Assignment

None (Open Label)

Prevention

Comparative Evaluation of Standard Prophylaxis Versus
Divided-dose NSAIDs or Hybrid NSAID and N-
acetylcysteine Therapy for the Prevention of Post-ERCP
Pancreatitis

April 1, 2017

December 15, 2018

December 15, 2018

Resource links provided by the National Library of

Medicine

NIH)INRY
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Active Comparator: Control group
Control group - patients receiving

100 mg indomethacin suppository
immediately post ERCP

Intervention/treatment @

Drug: indomethacin suppository

the investigators aimed to perform a comparative
study, evaluating the efficacy of three prophylactic
approaches aiming to reduce the risk of PEP, using
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indomethacin and/or N-acetylcysteine -NAC, in
different regimens

Active Comparator: Group A Drug: indomethacin suppository
Group A - patients receiving N- the investigators aimed to perform a comparative
acetylcysteine (NAC) 600 mg study, evaluating the efficacy of three prophylactic
before performing ERCP and approaches aiming to reduce the risk of PEP, using
indomethacin suppository 50 mg indomethacin and/or N-acetylcysteine -NAC, in
before and after performing ERCP different regimens

Drug: N-acetylcysteine (NAC)
the investigators aimed to perform a comparative
study, evaluating the efficacy of three prophylactic
approaches aiming to reduce the risk of PEP, using

indomethacin and/or N-acetylcysteine -NAC, in
different regimens

Active Comparator: Group B Drug: indomethacin suppository
Group B - patients receiving the investigators aimed to perform a comparative
indomethacin suppository 50 mg study, evaluating the efficacy of three prophylactic
before and 50 mg after ERCP approaches aiming to reduce the risk of PEP, using

indomethacin and/or N-acetylcysteine -NAC, in
different regimens

Outcome Measures Goto  ~

1. Number of patients who develop post ERCP pancreatitis [ Time Frame: 24 hours post ERCP ]

Comparing and evaluating the efficacy of three pharmacological combination therapies
(Indomethacin +/- N-acetylcysteine), aiming to prevent acute post ERCP pancreatitis
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Information from the National Library of Medicine mNLM

Choosing to participate in a study is an important personal decision. Talk
with your doctor and family members or friends about deciding to join a
study. To learn more about this study, you or your doctor may contact the
study research staff using the contacts provided below. For general
information, Learn About Clinical Studies.

Ages Eligible for Study: 18 Years and older (Adult, Older Adult)
Sexes Eligible for Study:  All
Accepts Healthy Volunteers:  No
Criteria
Inclusion Criteria:
e age 18 years and older
e diagnosis of choledocholithiasis
e indication for ERCP procedures
e willingness to participate in the study

e the ability to sign the informed consent

Exclusion Criteria:
e presence of acute pancreatitis or other inflammatory diseases at admission
® pregnancy
e contraindication for NSAID administration
e recent episode of upper digestive bleeding (less than one month)
e hypersensibility to antioxidants hypersensibility to antioxidants
e the necessity of a prophylactic pancreatic stent insertion

e patients' disapproval to take part in the study

Contacts and Locations Goto

Information from the National Library of Medicine m NLM

To learn more about this study, you or your doctor may contact the study
research staff using the contact information provided by the sponsor.


https://clinicaltrials.gov/ct2/about-studies/learn

Please refer to this study by its ClinicalTrials.gov identifier NCT number):
NCT03708458

Contacts

Contact: LAURA PAVEL, PhD Student +40751129600 laura_pavel 88@yahoo.con

Contact: GABRIELA STEFANESCU, PhD, Lecturer +40744244266 gabriela.stefanescu@gmail.

Locations

Romania

Institute of Gastroenterology and Hepatology - St. Spiridon County Clinical Emergency Hosp
lasi, Romania, cod 700111
Contact: GHEORGHE BALAN, PROFESSOR +40732402845 drbalanumfiasi@yahoo.

Sponsors and Collaborators

Grigore T. Popa University of Medicine and Pharmacy

Investigators

Study Director: GHEORGHE BALAN, PhD, Professor "GRIGORE T. POPA" UNIVERSITY OF M
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