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[bookmark: _Hlk61870437]Additional file 1. Additional Eligibility Criteria
Exclusion Criteria for Single Dose Administration
Subjects were excluded from the phase 1 single-dose study if they had history of any illness that might confound study results or pose an additional risk to the subject (other than renal impairment); or history or presence of alcoholism in the past 2 years. Subjects with renal impairment were not eligible to participate if they had supine blood pressure <90/40 mm Hg or >180/105 mm Hg or QTcF interval >480 msec or deemed clinically abnormal. Exclusion criteria for healthy control subjects included supine blood pressure <90/40 mm Hg or >150/90 mm Hg or QTcF interval >450 msec or deemed clinically abnormal.

