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NCT06461208

Status RECRUITING

Phase Phase 3

Sponsor King's College London
Enrollment 300 participants

Key Eligibility Criteria

Inclusion (5)
* Aged e 18 years

» Confirmed Alcohol-related (ALD) or Metabolic dysfunction-Associated Steatotic Liver Disease (MASLD) or MetALD cirrhosis
based on clinical, radiological and/or histological criteria.

* MELD score 8-16

« Patients with alcohol-related cirrhosis who must have an active alcohol consumption on average d20 grams/day \[1 unit of alcohol
contains 10mLs or 8g of alcohol\].

* Patients must be deemed to have the capacity to provide written informed consent to participate.

Exclusion (16)
» Moderate, severe or life-threatening food allergy (e.g., peanut allergy)
 Pregnancy or planned pregnancy\*. Urine testing will be performed at screening to rule out pregnancy in females.
* Breast-feeding

* Patients treated for acute variceal bleeding, infection, overt hepatic encephalopathy, bacterial peritonitis or ACLF within 14 days
prior to randomisation.

« Active alcohol consumption of \>20 grams/day \[1 unit of alcohol contains 10mLs or 8g of alcohol\]

...and 11 more (see full listing online)

Locations (23 total)

Basildon University Hospital, Basildon, United Kingdom
Royal Bournemouth Hospital, Bournemouth, United Kingdom
Southmead Hospital, Bristol, United Kingdom

... and 20 more locations

https://clinicaltrials.gov/study/NCT06461208

DISCLAIMER: This document is for informational purposes only and does not constitute medical advice. Always consult your healthcare provider before enrolling in any
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