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Q.I. vs Human Subjects Research
What is Quality Improvement (Q.I.)?


	
	Human Subjects Research
	Quality Improvement

	Purpose
	designed to develop or contribute to generalizable knowledge
	designed to implement knowledge, assess a process or program as judged by established/accepted standards

	Starting Point
	knowledge-seeking is independent of routine care and intended to answer a question or test a hypothesis
	knowledge-seeking is integral to ongoing management system for delivering services (health care, education, etc)

	Design
	follows a rigid protocol that remains unchanged throughout the research
	adaptive, iterative design

	Benefits
	might or might not benefit current subjects; intended to benefit future patients
	directly benefits a process, system or program; might or might not benefit patients/students/clients

	Risks
	may put subjects at risk
	does not increase risk to patients/students/participants, with exception of possible privacy or confidentiality of data

	Participant Obligation
	no obligation of individuals to participate
	responsibility to participate as component of care/education

	Endpoint
	answer a research question
	improve a program, process or system

	Analysis
	statistically prove or disprove hypothesis
	compare program, process or system to established standards

	Adoption of Results
	little urgency to disseminate results quickly
	results rapidly adopted into local care/education delivery

	Publication/Presentation
	investigator obliged to share results
	QI practitioners encouraged to share systematic reporting of insights



When is IRB approval needed for QI activities?
IRB approval may be required when the activity involves some of the following characteristics:
· seeks to develop new knowledge or validate new treatments rather than to assess the implementation of existing knowledge;
· when the methodology employs a standard research design, such as randomization;
· when the protocol is fixed with a rigid goal, methodology, population, time period, etc.;
· when the funding for the activity comes from outside organizations such as the NIH or those with a commercial interest in the results;
· when there will be a delay in the implementation of results;
· when the risks from the intervention to participants are greater than minimal

Additional Resources
HHS.gov – Quality Improvement Activities FAQs

https://irb.research.chop.edu/quality-improvement-vs-research



Project Number: 
Project Title: 

Screening Checklist for Q.I. Projects
	Consideration
	Question
	Yes
	No

	Purpose
	Is the primary aim or motive of the project either to: 
· Improve care/education right now for the next patient seen/student educated? 
OR 
· Improve operations or efficiency?
	☐	☐
	Rationale
	Is there sufficient evidence for, or acceptance of, this mode or approach to support implementing this activity or to create practice change, based on:
· literature, 
· consensus statements, or 
· consensus among clinician or education team?
	☐	☐
	Methods 1
	Are the proposed methods flexible and customizable, and do they incorporate rapid evaluation, feedback and incremental changes?
	☐	☐
	Methods 2
	Do the methods include any of the following? 
· Control group 
· Randomization 
· Fixed protocol
	☐	☐
	Risk
	Is the risk related to the project minimal and no more than usual care/education (including the unavoidable minimal risk in implementing any changes made in processes of care)?
	☐	☐
	Participants
	Will the activity only involve participants (students, patients, parents, or staff) who are ordinarily seen, cared for, or work in the setting where the activity will take place?
	☐	☐
	Funding
	Is the project funded by any of the following? 
· An outside organization with an interest in the results 
· A manufacturer with an interest in the outcome of the project relevant to its products 
· A non-profit foundation that typically funds research, or by internal research accounts
	☐	☐
	If all of the check marks are inside the shaded gray boxes, then the project is very likely Q.I. and not human subjects research. If uncertain, please submit an IRB Research Project Application. For more information about IRB submissions, visit the University of Mary IRB website.
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