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RESULTS

Safety Analysis
In Part A, 15 subjects (32.6%) experienced treatment-emergent adverse events
(TEAEs), among which 12 subjects were dosed with ANDO17 (35.3%) (Table 1).
The frequently reported TEAEs (>5%) in the pooled ANDO17 group were
dizziness (14.7%), fatigue (11.8%), and headache (8.8%) (Table 1).

Table 1. Summary of TEAEs in Part A SAD Phase
Pooled ANDO17 Placebo

BACKGROUND

ANDO17 is a novel hypoxia-inducible factor-prolyl hydroxylase inhibitor (HIF-PHI)
administered orally for treatment of patients with anemia due to chronic kidney
disease (CKD).

This phase | clinical trial was conducted in Australia to evaluate the
pharmacokinetics (PKs), pharmacodynamics (PDs) and safety of ANDO17 among
healthy subjects. (NCT04751539)

METHODS

PK Analysis

The PK profiles in Part A and Part B were comparable.

There was no tendency toward a change in T, _,, half-life, volume of
distribution, and clearance across the dose range investigated in the SAD and
MAD phases (Table 3-5).

The median T__,  ranged from 2.0-4.5 h and the mean half-life ranged from

Mmax

PD Analysis
The PD parameters of EPO in Part A SAD phase, on Day 1 and Day 10 in the
Part B MAD phase showed obvious dose dependence.
In Part A SAD phase, EPO levels showed a marked increase from baseline at 6 h
post-dose in the ANDO17 20 mg, 30 mg, and 50 mg groups, with a peak
observed around 12 h post-dose.

Adverse Events In Part B MAD phase, EPO showed an obvious increase from baseline at 6 h

10.1-19.7 h after single and multiple dose administration (Table 3-5).
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No SAEs, deaths, or AEs leading to discontinuation in both study parts.
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