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Status RECRUITING
Phase Phase 2

Sponsor LISCure Biosciences
Enrollment 87 participants

Key Eligibility Criteria

Inclusion (8)
* Age: 18 to 75 years

* A diagnosis of PSC based on cholangiographic evidence of PSC in accordance with American Association for the Study of Liver
Diseases (AASLD) guidelines

* ALP \>1.5 times the ULN at screening
» PSC with or without IBD, such as ulcerative colitis or Crohn's disease

« If patients are being administered biologic or advanced therapeutic treatments, immunosuppressants, systemic corticosteroids,
obeticholic acid, fibrates, or statins, they must be on a stable dose for e3 months prior to, and including, Day 0 and plan to remain
on a stable dose throughout the study

...and 3 more (see full listing online)

Exclusion (21)

* Treatment with any investigational agents within 3 months or 5 half-lives, whichever is longer prior to treatment or during the
study. Gene therapy or other long-lasting investigational agents with unknown half-life is not allowed

« History of a liver transplant or anticipated need for a liver transplant within 1 year
* Patients who show evidence of significant worsening of hepatic function will be excluded.

* Evidence of compensated or decompensated cirrhosis based on histology, relevant medical complications, or laboratory
parameters

» Model for end-stage liver disease (MELD) score as below, unless the MELD is driven by anticoagulant therapy, vitamin deficiency,
or kidney disease:

... and 16 more (see full listing online)

Locations (7 total)

University of California Davis, Sacramento, California, United States
UCHealth University of Colorado Hospital, Aurora, Colorado, United States
University Of lowa Hospitals And Clinics, lowa City, lowa, United States

... and 4 more locations

https://clinicaltrials.gov/study/NCT06699121
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