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CHECKLIST USED BY IRB FOR REVIEW OF QA/QI PROPOSALS 

In order for the study to be classified as a QA/QI effort, the answers to all of the questions below must be “Yes”. If one or more answer is “No” then the project requires full review and approval by the VAPHS IRB. 

Note:  If the investigator intends to publish any literature referencing this project, submission of a protocol to the IRB and approval of research or exemption is required PRIOR to analysis for research purposes and submission of the manuscript.

	CONDITIONS FOR DETERMINATION OF QA/QI STATUS
	Yes
	No

	The project does not meet the Common Rule or FDA definitions of research*
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Project participants do not meet the Common Rule or FDA definitions of human subjects**
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The primary intent of the project is not peer reviewed publication and if publication of the results was prohibited, the project would still have merit as a QA/QI effort
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	There is a documented commitment, in advance of data collection, to a corrective plan given any of a number of study outcomes.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The responsible staff member has both clinical supervisory responsibility and the authority to impose a corrective plan based on the outcomes of the project.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The project does not involve prospective assignment of patients to different procedures or therapies based on a predetermined plan such as randomization.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The project does not involve a “control group” in whom therapeutic or study intervention is intentionally withheld to allow an assessment of its efficacy.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The project does not involve the prospective evaluation of a drug, procedure or device that is not currently approved by the FDA for general use (including “off-label” indications).
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Human participants will not be exposed to additional physical, psychological, social or economical risks or burdens (beyond patient satisfaction surveys) in order to make the results of the project generalizable. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Adequate protections are in place to maintain confidentiality of the data to be collected and there is a plan for who can access any data containing participant identifiers.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The project is likely to improve patient care activities and/or outcomes at the VA Pittsburgh Healthcare System alone or as part of the VISN-4 or VHA.
	 FORMCHECKBOX 

	 FORMCHECKBOX 
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*Definitions of Research:

· The Common Rule defines Research as a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. 

· The FDA considers the terms research, clinical research, clinical study, study, and clinical investigation to be synonymous. A clinical investigation is defined as any experiment that involves a test article and one or more human subjects and that either is subject to requirements for prior submission to the Food and Drug Administration under section 505(i) or 520(g) of the act, or is not subject to requirements for prior submission to the Food and Drug Administration under these sections of the act, but the results of which are intended to be submitted later to, or held for inspection by, the Food and Drug Administration as part of an application for a research or marketing permit. The term does not include experiments that are subject to the provisions of 21 CFR 58 , regarding nonclinical laboratory studies (21 CFR 50.3(c), 21 CFR 56.102(c)) 
** Definitions of Human Subject:

· The Common Rule defines a Human Subject as a living individual about whom an investigator conducting research obtains data through intervention or interaction with the individual or through identifiable private information (38 CFR 15.102(f)). The definition provided in the Common Rule includes investigators, technicians, and others assisting investigators, when they serve in a “subject” role by being observed, manipulated, or sampled. As required by 38 CFR 16.102(f) an intervention includes all physical procedures by which data are gathered and all physical, psychological, or environmental manipulations that are preformed for research purposes. 

· The FDA defines a Human Subject as an individual who is or becomes a participant in research, either as a recipient of a test article or as a control. A subject may be either a healthy individual or a patient (21 CFR 56.102 (e)). 21 CFR 812.3(p) further defines a Human Subject as a human who participates in an investigation, either as an individual on whom or on whose specimen an investigational device is used or as a control. A subject may be in normal health or may have a medical condition or disease.
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