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                Industry-wide interest in NASH accelerated in early 2014, when the National Institute of Diabetes and Digestive and Kidney Diseases stopped a phase 2 trial of Intercept Pharmaceuticals' obeticholic acid (OCA) drug early because the compound's benefit was evident (Nat. Biotechnol. 32, 207, 2014). The improvements achieved with OCA, a bile acid analog that regulates farnesoid X receptor (FXR) signaling, prompted New Yorkâ€“based Intercept to initiate a pivotal phase 3 trial, and raised hopes that industry and regulators were moving toward standardized clinical trial designs and endpoints, marking a path to registration.
NASH is part of a spectrum of liver disease characterized by excess fat and inflammation in the liver. It affects 2â€“5% of adults in the US and no approved treatments exist. Many patients are asymptomatic, but the disease progresses over the course of decades, leading to liver fibrosis and eventually cirrhosis or hepatocellular carcinoma.
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