

Guidance:
Distinguishing Quality Improvement Activities from Regulated Human Research




QI
Activities

Regulated  Human Research








    QI Activities
        Requiring IRB Review

The distinction between QI activities and regulated human research is a matter of some controversy.  There can be understandable confusion about whether Quality Improvement (QI) activities fall under the jurisdiction of the IRB.  Prior IRB approval is required when any project, in whole or in part, meets the federal definition of human research.  Attributes such as publication of findings1, methodology, or the systematic collection of data, do not necessarily differentiate regulated human research from QI activities because these attributes can be shared by both research and non-research activities.  Additionally, activities that start out as QI projects may lead to regulated human research when a decision is made to use previously collected QI data for a research purpose.  

Quality Improvement (QI) is defined as “the systematic, data-guided activities designed to bring about immediate improvements in health care delivery in particular settings.”2
Research is defined as “a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.”3

The range of traditional QI activities is broad, but they typically are projects:
· aimed at improving local systems of care, or improving the performance of institutional practice;
· designed to bring about immediate improvements in health care delivery; or
· intended to compare a program/process/system to an established set of standards such as standard of care, recommended practice guidelines, or other benchmarks.

According to federal guidance, “the intent to publish is an insufficient criterion for determining whether a quality improvement activity involves research.”1  QI findings, when not the result of a regulated study, may be published but should not be represented as research.  The IRB can provide a letter, upon request, to a journal if needed to document that this project was determined to be non-human research.

For more information on how to submit a research study for UTSW IRB review, visit the IRB website at: www.utsouthwestern.edu/irb or call the IRB office at 214-648-3060.  For other non UTSW projects, contact your organization’s IRB compliance department.



1. http://www.hhs.gov/ohrp/policy/faq/quality-improvement-activities/intent-to-publish.html.  
2. Lynn J. et al. The ethic using quality improvement methods in health care.  Ann Intern Med. 2007;146:666-673
3. The Department of Health and Human Services (DHHS) Human Subjects Protection Regulations, 45 CFR §46. Accessed at www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#46.102 on 5/30/2015.
Quality Improvement Project Checklist

This checklist is intended to help you make an initial determination about whether a given Quality Improvement activity requires IRB review.  Answer YES or NO to each statement.  If you answer YES to all the statements, the project is considered a quality improvement activity. IRB review is generally not required.  If you answered NO to any statement, the project is likely regulated human research and must be submitted to the IRB for review and approval.

								
	Project Title

	Date:   Click here to enter a date.

	Project Leader:

	Project Sponsor:

	Department or Unit:


	
	YES
	NO

	1. The aim(s) of the project is to improve the process or delivery of care with established quality standards or to implement change.
	
	

	2. The specific aim of the project is to improve performance on a specific service, process, or program in the hospital or clinic and is part of usual care.  All participants involved in the project will receive, at a minimum, standard of care.
	
	

	3. The project is not designed to answer a research question or test a hypothesis and is not intended to develop or contribute to generalizable knowledge.
	
	

	4. The project does not follow a research design (e.g., randomization, control groups, prospective comparison, cross-sectional, case-control).
	
	

	5. The project involves implementation of established, consensus-based or evidence-based quality standards and/or systematic monitoring, assessment or evaluation to ensure that existing quality standards are being met.  The project does not develop new or untested models or methods. 
	
	

	6. The project is conducted by staff working at UTSW or its affiliates and involves patients of UTSW or its affiliates.
	
	

	7. The project does not involve research/grant funding from federal agencies, research industry sponsors, or research-focused foundations or organizations.
	
	

	8. The project does not involve a drug or device used outside of usual medical practice, including non-FDA approved agents or the evaluation of any off-label uses of FDA approved drug or device.
	
	

	9. The sponsor (hospital, clinic, division, department, etc.) agrees that this is a Quality Improvement project that will be implemented to improve the process or delivery of care (i.e., not a personal research project that is dependent upon the voluntary participation of colleagues, students, or patients).
	
	




Form completed by: __________________________________________________________Date: __________________
			Print name				Signature

Project aim statement: ____________________________________________________________________________



