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	Human Research Determination Worksheet


Use this worksheet to help determine whether a proposed activity or project involving human subjects or their identifiable private information/biospecimens is considered research needing IRB review.   

	
	True
	False

	The PRIMARY purpose of the proposed activity or project is limited to 1) implementing a standard practice to improve the quality of patient care and to collect data regarding that implementation for clinical, practical, or administrative purposes, and/or 2) delivering healthcare and measuring and reporting provider performance data for clinical, practical, or administrative uses. 
	
	

	The activity or project would be carried out even if there was no possibility of publication in a journal or presentation at an academic meeting.  
(**Please note that answering “True” to this statement does not preclude publication of non-research activities.  The SQUIRE Website has numerous useful tools and guidelines for those doing Quality Improvement work.)
	
	

	The activity or project falls under well-accepted care practices/guidelines and are designed to bring about immediate improvements in health delivery or quality of care.
	
	

	The activity or project involves “no more than minimal risk” procedures. (i.e., the probability and magnitude of harm or discomfort anticipated 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).
	
	


If any of the above answers is “False”, a submission for IRB approval is most likely needed.  If all the above answers are “True”, then it is very likely that IRB approval is not required.  Please contact the University and Medical Center Institutional Review Board (UMCIRB) with any questions at 252-744-2914 or umcirb@ecu.edu.  More information about quality activities versus human research can be found on the Office for Human Research Protections (OHRP) website.  
If you need the UMCIRB office to verify that an activity or project is not human subject research, please complete and provide this form to umcirb@ecu.edu and the determination below will be completed and returned to you for your records.
Project title:      
Name/contact information of project leader:      
[image: image1]Summary of activity including information about project aims/objectives, methods for carrying out the project and information about data to be collected (attach any supporting documents that might assist in a determination):
Site Approval:

Provide the name and title of the person in charge of the area where the project will be carried out (this should be someone in a position to make decisions for the site and should not be the same as the person carrying out the project):      
This person is attesting that the project is a quality project that is commissioned or supported by the site.
Signature of site approver:________________________________________

*** The UMCIRB office will contact you if any further information is needed to make this determination.  Please note that if the UMCIRB office determines the activity is not human subject research, then any presentation, publication, etc. should not refer to the activity as such.
Determination:


Not Human Research:  The UMCIRB office has determined that based on the description of the project, approval by the IRB is not necessary.  Any changes or modifications to this project may be discussed with the UMCIRB office at that time to ensure those changes do not elevate the project to human research that would need IRB approval.



Human Research:  This project requires review by the IRB prior to initiation.  An application in the electronic IRB submission system should be submitted.

UMCIRB Office Staff Signature:  ___________________ Date: _____________













