Quality Improvement/Quality Assurance Activities vs. Research
There is often confusion in determining whether Quality Improvement (QI) or Quality Assurance (QA) activities fall under the jurisdiction of the IRB. Activities that require IRB review cannot be easily defined by the methods they employ. In addition other attributes such as publication of findings, methodological design, selection of subjects and hypothesis testing and generating do not necessarily differentiate research from QI and QA activities because these attributes can be shared by both research and non research activities. The distinction between quality improvement, quality assurance activities, and human subject research is challenging and evolving. 
Please use the information below to help you determine if this is QI or research. 

PLEASE NOTE:  If this is an investigator-initiated project and the project will NOT be vetted through a QI committee (UVa Health System QA committee, recognized unit-based QA committee, or departmental QA committee) you will need to email a summary of the project to the IRB-HSR at IRBHSR@virginia.edu.  The IRB-HSR will review your project and help you make this determination. 

The following table provides a brief overview of the differences between QI and Research.  

	
	Research
	QI/QA

	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

	Starting Point
	To answer a question or test a hypothesis
	To improve performance

	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 

	Data Collection
	Systematic data collection
	Systematic data collection

	End Point
	Answer a research question
	Improve a program/ process/system

	Testing/Analysis
	Statistically prove or disprove hypothesis
	Compare a program/process/system to an established set of standards


In determining if a project requires IRB review: 

1.  Determine if the project meets the definition of research. 

 The definition of RESEARCH per federal regulations: 
·  DHHS definition - Any systematic investigation, including research development, testing and evaluation, designed to contribute to generalizable knowledge  (For complete definition see DHHS regulations 21CFR46) or 
·  FDA definition - Any experiment that involves an FDA-regulated test article and one or more human subjects and is already subject to FDA requirements (For complete definition see FDA regulations 21CFR50)

2.  Determine if the project involves human subjects. 

The DHHS definition of human subjects will generally apply to all human research conducted by investigators at the University of Virginia unless the research involves a test article.  Those investigations involving a test article will also be subject to FDA definitions.
The definition of HUMAN SUBJECT per federal regulations:
· DHHS definition - a living individual about whom an investigator conducting research obtains (1) data through intervention or interaction with the individual; or (2) identifiable private information. 

· Intervention includes both physical procedures by which data are gathered (e.g., venipuncture) and manipulations of the subject or the subject's environment that are performed for research purposes. 

· Interaction includes communication or interpersonal contact between investigator and subject. 

· Private information includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information which has been provided for specific purposes by an individual and which the individual can reasonably expect will not be made public (for example, a medical record). Private information must be individually identifiable (i.e., the identity of the subject is or may readily be ascertained by the investigator or associated with the information) in order for obtaining the information to constitute research involving human subjects. 

· FDA definition- an individual who is or becomes a participant in research, either as a recipient of the test article or as a control. A subject may be either a healthy human or a patient. 

3. If the project is research involving human subjects submit application to the IRB. 
4. If unsure, the following questions may guide you.  If it is determined that the project involves research with human subjects, submit an application to the IRB. 
Question 1:  Does the analytical or evaluative component of the activity change the way that the clinical care will be delivered in such a way that risks may be higher for providers or patients who participate (e.g., will providers or patients be randomized to different interventions to permit statistical comparison of outcomes)?

Yes – Research

No – QI

Question 2: Is there funding from an external organization (AHRQ/NIH) based on support of  a “research paradigm” to carry out the proposed activity?

Yes – Research

No – QI

Question 3:  Are patients or providers randomized into different intervention groups in order to enhance confidence in differences that might be obscured by nonrandom selection?
Yes – Research

No – QI

Question 4:  Does the project seek to test interventions that are beyond current science and experience, such as new treatments?  Does the project involve care practices, interventions, or treatments that are not standard (neither consensus-based, nor evidence-based) ?

Yes – Research

No – QI

Question 5:  Is the project undertaken by or for UVa (to be conducted at UVa) AND the goal of the project is immediate improvement in UVa patient safety or care, AND the intervention has been established in other settings AND the project will be adapted over time to accommodate UVa initiatives?

Yes – QI
No – Research
5. If still unsure, see examples of QI/QA and Research Projects below. If it is determined that the project involves research with human subjects, submit an application to the IRB. 

Examples of QA/QI Activities that are NOT Considered Research
· Any QA initiative, and presentation/publication of results, that are conducted within UVa only, and that serve to measure or improve UVa’s ability to meet or exceed an existing national standard of care or benchmark (JCAHO recommendations, NPSGs, etc.) 

· Submission of data to a national or state registry/database that is mandated at the state or federal level with the primary purpose of improving the delivery of clinical care
· Submission of data to a national or state registry/database that directly impacts reimbursements and funding available from the State, Department of Health, or Federal Centers for Medicare & Medicaid Services (CMS) based on performance and/or clinical or quality outcomes 

Examples of QA/QI Activities That Are Considered Research

· Any QA initiative designed to develop a standard of care or benchmark. 
· Any QA or QI initiative that is “investigator-initiated”, i.e. that has not been vetted through, and endorsed by a UVa Health System QA committee, recognized unit-based QA committee, or departmental QA committee. 

· Any activity that proposes comparisons of one or more prospective interventions that are deliberately administered or made available (through a randomization or other process) to some patients or providers (if within UVa) or some hospitals (if part of a consortium or organizational effort) and not to others. This does not include, e.g., initiating a QI process in a small % of patients at UVa first to ensure feasibility, before introducing it to the entire patient population. 
6. What if my project is determined to be QA/QI and I want to publish my experiences?
Intrinsic components of QI/QA are shared learning. It is entirely appropriate to disseminate and replicate QI/QA successes, including through channels that are external to an organization. This may include presentations at meetings and publications in professional journals. Therefore, the mere intent to publish the findings of a QI/QA project does not obligate IRB review as long as the publication does not refer to the activity as research and makes it clear the publication is the result of a quality improvement or quality assurance as defined above.  If a journal questions this determination, the IRB-HSR would be happy to provide them with the IRB-HSR guidelines. 

7. Additional Guidance:
· DHHS OHRP Quality Improvement Activities Frequently Asked Questions
8. If still unsure, consult with the IRB. 
