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Liver cirrhosis is the most commonly observed fibrotic disease, with 60% of the cases caused by
hepatitis C virus (HCV) infection. Although oral antiviral drugs (DAAs) can eliminate the HCV from
liver cirrhosis, clinical studies have reported that it takes at least more than 5 years to alleviate fibrosis
even after the elimination of HCV. Further, complications such as cancer during this period significantly
compromise patients” QOL. Many disease conditions are irreversible with the currently available
treatments. Drugs that inhibit fibrosis progression and lead to liver function recovery and those that
will dissolve fibrosis are strongly hoped for. PRI-724 is a low-molecule chemical compound discovered
by PRISM Pharma, exhibiting a distinctive anti-fibrotic activity from the novel action mechanism (the
inhibition of CBP/B-catenin interaction). A preclinical study on a mouse model of liver fibrosis
demonstrated that PRI-724 inhibited fibrotic synthesis, accelerated degradation of fiber, and
significantly improved liver histology. In an investigator-initiated Phase 1 clinical trial conducted on 14
patients with HCV liver cirrhosis, the safety of PRI-724 was confirmed (1101 study). The safety and
conditions of liver cirrhosis were observed and evaluated for 12 months after completion of Phl study.
The results included decrease in Child-Pugh Score, improvement in Child-Pugh classification. The
above results, had been noted in Ph1 study as well, confirming improvement in the condition of liver

cirrhosis continuing for 1 year (1102 study).



