
1. Participant Flow 

Part A 

 

 

Part B 

 



2. Baseline Characteristics 

Part A 

F = Female; M = Male; SD = Standard Deviation; WB = White British; WE = White European 

 
BMI = Body Mass Index; BP = Blood Pressure; bpm = Beats/minute; SD = Standard Deviation. 

 

Part B 

F = Female; M = Male; SD = Standard Deviation; WB = White British; WE = White European 

BMI = Body Mass Index; BP = Blood Pressure; bpm = Beats/minute; SD = Standard Deviation. 

 

 

 



 

4. Primary Endpoint: To determine safety & tolerability of ascending single and multiple oral 

doses of APPA-1 in healthy subjects and osteoarthritis patients. 

4.1 Adverse Events 

Intensity of AEs by Treatment

 

Causality of Adverse Events by Treatment 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

 

4.2 Vital signs 

Part A 

 

 

 

 

 

 

 

 

 



 

 

Part B 

 

 

 

 

 

 

 

 

 

 

 

 

 



4.3 Electrocardiography 

Part A 

 



 

Part B 

 

 



4.4 Telemetry  

Telemetry was performed on day 1 in Part A; mean, minimum and maximum heart ratae 

were within normal limits. 

4.5 Clinical Laboratory Tests 

During the study there were no clinically significant abnormalities in clinical data 

(haematology, coagulation, biochemistry and urinalysis). 

 

5. Secondary Endpoint: To determine the single and multiple oral dose pharmacokinetics of 

APPA-1 constituents (paeonol/apocynin) in health subjects and osteoarthritis patients. 

5.1 Part A 

Geometric mean plasma pharmacokinetic parameters of PAEONOL and APOCYNIN following 

single oral dose of APPA in healthy male and female volunteers - summary 

 

 



5.2 Part B 

Geometric mean plasma pharmacokinetic parameters of PAEONOL and APOCYNIN 

following multiple oral dose of APPA-1 for 14 days to osteoarthritis patients (day 1 – day 

14)  

 

 

 

 

 

 

 

 

 

 

 

 



6. Adverse Events 

6.1 Summary of all reported Adverse Events by treatment 

Part A 

 

Part B 

 

 

 


