Estimation of Level of Risk in Research Involving Human Subjects

                           The following is not meant to be a comprehensive list of all possible study types and procedures, but provides general guidance: 

	Risk Level
	Description
	Examples of studies / procedures 

	Minimal
	The probability or magnitude of harm anticipated is not greater than that ordinarily encountered during the performance of routine physical, educational, or psychological examinations or tests.   
	· non-interventional (observational, path slide or retro chart review, etc.) 
· attitude / behavioral surveys with non-sensitive topics
· minimally invasive testing including venipuncture & blood draw, physical exam, routine psychological tests, imaging without contrast, EKGs, gait assessments, special diets, exercise testing, etc.


	Slight increase over minimal
	Research involving risk, reasonably commensurate with actual or expected experiences in outpatient medical, dental, physiological, social or educational situations, including risks to privacy. 
	· behavioral trials, psychiatric surveys (including sensitive topics)
· involving low risk, routine procedures not requiring sedation
· use of approved agents / routine interventions with known safety profiles for study indication & age group 


	Moderate
	Risks are significant but there is adequate surveillance to discover adverse events and adequate  protections to control them  and keep their effects minimal.   
	· subjects at increased risk for  adverse events due to underlyng disease
(eg, serious autoimmune, viral,  malignant or incapacitating disease)
· low  to moderate risk procedures  with sedation and/or regional anesthesia
· phase I / II clinical trial with reliable safety data in humans
· phase III comparative trials
· studies with a washout or placebo control  in otherwise treatable disease
· use of approved agents / routine interventions with known, acceptable safety profiles, outside of the approved indication or age group


	High
	Risks are significant and include uncertainty or a probability for a serious or prolonged or non-reversible adverse event.  
	· investigational therapies with little or no human safety data
· investigator-initiated IND/IDE trial
· involves interventions and/or subjects with high/uncertain risk of serious adverse events
selected gene therapy or recombinant DNA studies
emergency studies with waiver of informed consent. 


NOTE:  The IRB makes the final determination of risk level.  All studies with a moderate or greater risk estimation, require a Data and Safety Monitoring Board
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