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UDOH IRB Number:    Click here to enter text.
Research Title:  Click here to enter text.
PI Name:  Click here to enter text.
Name of IRB Member completing form: Click here to enter text.
Date of review: Click here to enter a date.

The purpose of this form is to determine if research meets criteria for IRB approval based on 45 CFR 46.111.

Written summary of research plan: Click or tap here to enter text.

Risk Level of research:
	Risk Level
	Applies

	
	

	Minimal risk - the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.
	

	Greater than minimal risk but with the prospect of direct benefit to subjects
	

	Greater than minimal risk and without the prospect of direct benefit but likely to yield generalizable knowledge about the subject’s disorder or condition.
	



In order to approve research the IRB shall determine that all of the following requirements are satisfied:
	REVIEW REQUIREMENT
	YES
	NO
	N/A

	Did anything change that would alter the risk level?  

	
	
	

	Were there any changes to the subject population, including additions of vulnerable populations to the sample?

	
	
	

	Has the study progressed to the point that it only involves data analysis?

	
	
	

	Has the study progressed to the point that it is only accessing follow-up clinical data from procedures that subjects would undergo as part of clinical care?

	
	
	

	Does the study team have identifiable data?

	
	
	

	Where there any adverse events reported?  Note: Adverse events that affect risk should be reviewed by the full committee.

	
	
	

	Where there any unanticipated problems or deviations in protocol that would affect the risk level?

	
	
	

	Is the informed consent document being used the same as the most recently approved informed consent by the IRB?

	
	
	



Areas of concern or need for additional information:
Click or tap here to enter text.
Reviewer recommendation: Choose an item.
Suggested ongoing review frequency:  Click or tap here to enter text.
Text supporting decision:
Click here to enter text.
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