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¥ Purpose

Biliary complications are one of the most common problems after orthotopic liver transplantation (OLT),occurring in up to 24% of patients.

have been i with plastic stents placement. Recently, partially and fully covered metal stents have
been alf ively used to treat Yy benign biliary stenosis. The investigators purpose is to compare efficacy and safety of metallic stents
versus mulitiple plastic stents in the i of post biliary licati

intervention Phase

; Biliary Anastomotic Stenosis Device: Self-expandable metalic stent Phase 2
Biliary Stricture Device: Multiple plastic stents Phase 3

Study Type: Interventional

Study Design: Allocation: Randomized
Endpoint Classification: Safety/Efficacy Study
Intervention Model: Parallel Assignment
Masking: Open Label
Primary Purpose: Treatment

Official Title: ~ Self-expandable Metalic Stent Versus Muitiple Plastic Stents in Post OLT Biliary is: P i i C
Trial.

Resource links provided by NLM:

Further study details as provided by Hospital Israelita Albert Einstein:

Primary Outcome Measures:
= Post OLT biliary stricture resolution after stent removal [ Time Frame: Up to 1 year | [ Designated as safety issue: No |
Post OLT biliary stricture ion will be during ic stents removal up to 1 year after initial stents placement.

Secondary Outcome Measures:

@ imp after i [ Time Frame: 1 year after biliary stenosis resolution ] [ Designated as safety issue: No |
= Occurence and severity of complications related to the endoscopic procedures [ Time Frame: Up to 1 month ]
[ Designated as safety issue: Yes |

Occurence and severity of ications after

peutic ERCP will be and up to 1 month after endoscopic procedures.
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Estimated Enroliment: 84
Study Start Date: August 2008
Estimated Study Completion Date:  October 2014

https://clinicaltrials .gov/ct2/show/NCT01148199 term=nct01148...

Primary Ct ion Date: 2013 (Final data collection date for primary outcome measure)

Arms Assigned Interw:

: Active Comparator: Multiple plastic stents Device: Multiple plastic stents

Comparison of self-expandable metalic stent versus muitiple plastic stents in post OLT biliary

stenosis.

Other Names:
= Boston Scientific
= Wilson Cook
+ Olympus

Experimental: Self-expandable metalic Device: Self-expandable metalic stent

. stent Comparison of seif-expandable metalic stent versus multiple piastic stents in post OLT biliary

stenosis.
Other Name: Wallfiex, Boston Scientific

Detailed Description:

Patients with biliary stricture after OLT will be ly i ing simple ization to yp of fully covered SEMS or
muitiple plastic stents were i ingto a izati and ina 1:1 ratio to one
of two freatment groups.

Final success will be defined as clinical resolution of the stricture without the need to repeat or surgical

¥ Eligibility

Ages Eligible for Study: 18 Years to 75 Years
Genders Eligible for Study: Both
Accepts Healthy Volunteers:  No
Criteria
Inclusion Criteria:
¢ post-OLT biliary anastomotic stenasis (at least 1 month post-operative)
= jaundice, cholestasis and/or biliary tree dilation on US
Exclusion Criteria:
= biliary fistulae
* non-anastomotic stricture
* b ic and non: ic stricture

# Contacts and Locations

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

see Learn Aboyf Clinical Studies.

Please refer to this study by its ClinicalTrials.gov identifier: NCT01148199

Contacts
Contact: FERNANDA P MARTINS, MD  +55 11 81936251 fernandapbm@gmail.com
Contact: ANGELO P FERRARI, MD +55 1172833602 angelo@gastre.epm.br

Locations
Brazil
Hospital Israelita Albert Einstein Recruiting
Sao Paulo, SP, Brazil, 05652900
Contact: FERNANDA P MARTINS, MD  +55 11 81936251 farnandapbm@gmail.com
Contact: ANGELO P FERRARI, MD  +55 117283360 angelo@gastro.epm.br
Principal Investigator: FERNANDA P MARTINS, MD
Sub-Investigator: GUSTAVO A DE PAULO, MD
Sponsors and Collaborators
Hospital Israelita Albert Einstein

Investigators
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Principal Investigator: FERNANDA P MARTINS, MD  Hospital israelita Albert Einstein
Study Chair: ANGELO P FERRARI, MD Hospital Israelita Albert Einstein
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