A Risk Assessment Tool

	Indicators
	One flag
	Two flags
	Total flags per indicator

	Type of trial
	Phase


	Phase I
	Phase III
	

	
	Challenge/non-challenge and/or inpatient/outpatient


	Non-challenge and outpatient
	Challenge and inpatient
	

	Location
	Geographic location
	Developing country; possible social or political issues of concern; high background mortality rate
	-
	

	
	X (your organization) presence
	No X office/staff
	-
	

	Population
	Age (*Descending age trials get two flags)
	Children/toddlers
	Infants
	

	
	Health
	At-risk (includes pregnancy)  
	-
	

	Product
	Route of administration
	Intranasal / transdermal / transcutaneous
	Subcutaneous / intramuscular
	

	
	Suspected safety issue(s) 
	Any suspected safety issue(s) with this or similar products
	-
	

	
	Type of vaccine
	Live attenuated and/or adjuvant not yet licensed
	-
	

	
	Disease target
	Deadly/high mortality rate

(e.g., meningitis, HIV)
	-
	

	Communications capacity
	Staff and experience
	No communications contact(s) and/or experience
	-
	

	Total Flags
	


Total Flags


0-3 = Low risk


4-6 = Moderate risk


7+ = High risk








