Supplementary FLOWCHART 1A Study Procedures – Fasting study
	Stage
	Screening
	Period I-II

	Day
	Day-15~-1
	D-1
D7
	D1, D8
	D2, D9
	D3, D10
	D4, D11

	hour
	
	
	Pre-dose
	0
	0.5 h
	1 h
	2 h
	4 h
	6 h
	8 h
	10 h
	12 h
	14 h
	24 h
	30 h
	36 h
	48 h
	60 h
	72 hB

	Informed consent
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Demographics
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Medical history and drug use
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Smoking, drinking
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Prior/concomitant medication C
	XA
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Height/weight
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Physical examination
	XA
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	X

	Vital sign D
	XA
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	X

	12-lead ECG
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	XK

	Chest x-ray E
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Abdomen ultrasound F
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Hematology
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	XK

	Urinalysis
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	XK

	Chemistry G
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	XK

	Coagulation
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Alcohol screening
	
	XL
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Urine drug screening
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Infectious diseases 9 items H
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Pregnancy test I
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	X

	Inclusion/exclusion criteria
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Hospitalization
	
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Randomization
	XJ
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Study drug administration
	
	
	
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Adverse event 
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Biosample collection
	
	
	X
	
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Discharge 
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	X



a) If the test is performed within 7 days before the first dose, the corresponding tests on Day -1 can be waived;
b) If the subject terminated early, an exit-study assessment is required (refer to the test items 72 hours after taking the drug, excluding the collection of biological samples);
c) Enquire during the screening visit and record the subject's medication within 28 days before screening in the original medical records;
d) Measure sitting vital signs;
e) The results of the center's chest X-ray (frontal view) within 3 months before the first dose are acceptable; the chest X-ray can be completed during the screening period or 1 day before the first cycle of study medication;
f) The abdominal B-ultrasound examination sites are the liver, gallbladder, pancreas, spleen and kidneys;
g) Fasting for at least 10 hours overnight before blood collections;
h) Transmission 9-items: including hepatitis B surface antigen (HBsAg), hepatitis C virus antibody (HCV), syphilis, human immunodeficiency virus antibody (HIV)；
i) The female subject must complete a urine pregnancy test during the screening and at the completion of period 2;
j) Applicable to period 1 pre-dose;
k) Only perform at Period 2 Day 11;
l) If the breath alcohol test (can be repeated once if a false positive) was positive, the investigator required the subject to withdraw from the study.









Supplementary FLOWCHART 1B Study Procedures – Fed study
	Stage
	Screening
	Period I-II

	Day
	Day-15~-1
	D-1
D7
	D1, D8
	D2, D9
	D3, D10
	D4, D11

	hour
	
	
	Pre-dose
	0
	0.5 h
	1 h
	2 h
	4 h
	6 h
	8 h
	10 h
	12 h
	14 h
	24 h
	30 h
	36 h
	48 h
	60 h
	72 hB

	Informed consent
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Demographics
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Medical history and drug use
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Smoking, drinking
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Prior/concomitant medication C
	XA
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Height/weight
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Physical examination
	XA
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	X

	Vital sign D
	XA
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	X

	12-lead ECG
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	XL

	Chest x-ray E
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Abdomen ultrasound F
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Hematology
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	XL

	Urinalysis
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	XL

	Chemistry G
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	XL

	Coagulation
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Alcohol screening
	
	XM
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Urine drug screening
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Infectious diseases 9 items H
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Pregnancy test I
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	X

	Inclusion/exclusion criteria
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Hospitalization
	
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Randomization
	XJ
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	High calorie/fat diet K
	
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Study drug administration
	
	
	
	X
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Adverse event 
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Biosample collection
	
	
	X
	
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Discharge 
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	X



a) If the test is performed within 7 days before the first dose, the corresponding tests on Day -1 can be waived;
b) If the subject terminated early, an exit-study assessment is required (refer to the test items 72 hours after taking the drug, excluding the collection of biological samples);
c) Enquire during the screening visit and record the subject's medication within 28 days before screening in the original medical records;
d) Measure sitting vital signs;
e) The results of the center's chest X-ray (frontal view) within 3 months before the first dose are acceptable; the chest X-ray can be completed during the screening period or 1 day before the first cycle of study medication;
f) The abdominal B-ultrasound examination sites are the liver, gallbladder, pancreas, spleen and kidneys;
g) Fasting for at least 10 hours overnight before blood collections;
h) Transmission 9-items: including hepatitis B surface antigen (HBsAg), hepatitis C virus antibody (HCV), syphilis, human immunodeficiency virus antibody (HIV)；
i) The female subject must complete a urine pregnancy test during the screening and at the completion of period 2;
j) Applicable to period 1 pre-dose;
k) High-fat breakfast intake only for the fed study cohort;
l) Only perform at Period 2 Day 11;
m) If the breath alcohol test (can be repeated once if a false positive) was positive, the investigator required the subject to withdraw from the study.








