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RESULTS

Atotal of 146 subjects enrolled: n=50 in SAD; 96 in MAD with 48 HV and 48 Qﬁ:;g; ,‘i‘;ﬁ"g;;;";‘;‘il,%h;’y‘T;T;°LC§§§”P‘N
PN

Approximately 60% of subjects with presumptive NAFLD had mild to moderate
fatty liver, with 1 severe as shown by ultrasound at entry

NASH is considered the fastest-growing cause of cirrhosis, hepatocellular
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carcinoma and indication for liver transplantation.
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Farnesoid X receptors (FXRs) are nuclear hormone receptors expressed in
high amounts in body tissues that participate in bilirubin metabolism including
the liver, intestines, and kidneys.
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Reduced liver fibrosis in multiple rodent models of fibrosis (e.g. Mdr27-
mice, methionine- and choline-deficient diet, thioacetamide, and bile duct
ligation)

Study EDP 305-001 Key Objectives

EDP-305 was generally well tolerated at multiple doses up to 20 mg for 14
days.

Treatment-emergent adverse events (TEAEs) occurring in = 2 EDP-305
treated subjects were: headache and pruritus in HV, and constipation and
pruritus in PN.

No SAEs or Grade 4 AEs were reported.

Day 1 Day 14 Day 1 Day 14

* To evaluate the safety and tolerability of a single dose of EDP-305
administered to healthy volunteers (HV) and multiple doses of EDP-305

Table 3: PK Parameters following multiple doses, Day 14 in HV and PN Following single and multiple doses, dose proportional increases in exposure were observed

Similar exposures were observed in both HV and PN subjects
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