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Rationale

Objectives

Primary Objective
Secondary Objectives
Endpoints

Primary Endpoint
Secondary Endpoints
Study Design

Study Population

Inclusion Criteria

Subjects will be included in the study if the following criteria are met:

Exclusion Criteria

Subjects will be excluded from the study if any of the following criteria are met:

Study Assessments and Procedures

Full timing of study assessments and procedures are provided in the Time and Events Schedule (Table 1and Table 2).
Investigational Products
Screening Visit

Treatment Periods

Post Study Follow-up

Data Analysis and Statistical Considerations

Data Management

APPENDIX 1.
Time and Events Schedules

Table 1
General time and events

	Event
	Screening
	Predose
	Day 1
(dosing)
	Day 2 
(24 h Post dose)
	32 h
	48 h
	Follow-up 
(7-14 days post final dose)

	Physical exam
	
	
	
	
	
	
	

	Medical history/Demography
	
	
	
	
	
	
	

	Informed consent
	
	
	
	
	
	
	

	Device practice
	
	
	
	
	
	
	

	Serology (Hep B and C)
	
	
	
	
	
	
	

	Drugs of abuse and breath alcohol
	
	
	
	
	
	
	

	Vital Signs (BP, HR) 
	
	
	
	
	
	
	X

	Safety Labsoratory  
(clin chem, haematology, urinalysis)
	
	
	
	
	
	
	X

	12-lead ECG
	
	
	
	
	
	
	X

	Lung function 
	
	
	
	
	
	
	X

	Dosing of X
	
	
	
	
	
	
	

	Blood samples for X 
	
	
	
	
	
	
	

	Concurrent medication check
	
	
	
	
	
	
	

	Blood samples for PD?
	
	
	
	
	
	
	

	Adverse events and 
	
	
	
	
	
	
	X

	1. 


Table 2
Treatment period time and events

	Procedure
	Study Days 1-3 (Time)

	
	Pre
dose
	0

	2 min
	5 min
	10 min
	20
min
	22 min
	25 min
	30 min
	45
min
	1 h
	1.5 h
	2 h
	3 h
	4 h
	8 h
	16 h
	24 h
	32 h
	48 h

	Dosing
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	BP and heart rate1
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Safety Labs
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	12-lead ECG
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	AE check
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Blood sample for 

X 
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Blood Samples for PD?
	X
	
	
	
	
	
	
	
	
	
	X
	
	X
	X
	X
	X
	X
	X
	
	

	1.    
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