A.           Overview of the differences between QI and Research
	 
	Research
	QI

	Purpose
	To test a hypothesis OR to establish clinical practice standards where none are already accepted
	To assess or improve a process, program, or system OR to improve performance as judged by established/accepted standards

	Benefits
	Knowledge sought may or may not benefit current subjects, but may benefit future patients
	Knowledge sought directly benefits a process/ program/ system, and may or may not directly benefit patients

	Risks/Burdens
	May put subjects at risk
	Does not increase risk to patients, with exception of possible privacy/confidentiality concerns 

	Methods
	Systematic data collection
	Systematic data collection

	Analysis
	Statistically prove or disprove hypothesis
	Compare a program/process/system to an established set of standards, or to establish internal benchmarks

	Result
	Answer a research question
	Improves or creates a program/ process/system that results in greater safety, efficiency or satisfaction 



The QI project must be submitted to the IRB if any of the following are true:
 
1.            There is intent to use the data to contribute to generalizable knowledge. 
 
2.            There is a random assignment of participants to compare outcomes.
 
3.            The activities are not normally done as part of standard operating procedures.
 
4.            Results will be used to apply knowledge to other programs outside the institution.
 
5.            The project is subject to peer review (designed to be used outside of the institution).
 
6.            Anonymity of participants cannot be assured.
 
7.            The activities involve more than minimal risk to participants.
 
If an investigator is unsure as to whether or not the project meets, or does not meet, the definitions above, please consult with the IRB or R&D.
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