
This investigational protocol contains confidential information for use by the principal investigators and their designated 
representatives, including IRBs and/or Ethics Committees, participating in this clinical investigation. It should be held 
confidential and maintained in a secure location. It should not be copied or made available for review by any unauthorized 
person or firm. 
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Screening Visit (Pre-Medication Run-In, Visit 1) 
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Baseline Visit (Post Medication Run-In, Visit 2) 
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Procedure (Visit 3)  
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Endobarrier 
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Screening Visit (Pre-Medication Run-In, Visit 1)

No additional inclusion criteria are applicable at Baseline Visit (Visit 2) or 
at Procedure (Visit 3). 

Screening Visit (Pre-Medication Run-In, Visit 1)
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Baseline Visit (Post Medication Run-In, Visit 2) 
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Procedure (Visit 3)   
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MMTT to be performed at selected study sites. 
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ABPM to be performed in training cases only. 

 
MR-PDFF and MR-LIC to be performed at selected study sites. 
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ABPM to be performed in training cases only. 
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MMTT to be performed at selected study sites. 

ABPM to be performed in training cases only. 
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MR-PDFF and MR-LIC to be performed at selected study sites. 

ABPM to be performed in training cases only. 
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(Training and randomized DMR subjects only) 
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Cross-over subjects will not complete a MMTT (Visit 7C) and will not 
complete anadditional 24 Week follow-up endoscopy and nutritional 
couseling (Visit 9C) post cross-over to DMR.
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MR-PDFF and MR-LIC to be performed at selected study sites. 
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(Screening Visit Only)

(Screening Visit Only)
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ABPM will be performed in the training cases only. 
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2x a day, once pre-
breakfast (fasting) and 
once before dinner 
(non-fasting)

4 x a day, once pre-
breakfast (fasting) 
AND once before 
lunch, once before 
dinner, and once 
before bed (non-
fasting) 
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4 x a day, once pre-
breakfast (fasting) 
AND once before 
lunch, once before 
dinner, and once 
before bed (non-
fasting) 
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(between Screening and 
Procedure)

(Procedure 
through 12 weeks)

(after 
24 weeks)
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Device related adverse events 

Procedure related adverse events 
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Training Phase 

 
Randomization Phase 
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Ibid
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