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GUIDELINES FOR QUALITY ASSURANCE/QUALITY IMPROVEMENT RESEARCH 
Quality Assurance (QA) activities are done to assure known quality.  These activities are mechanisms to assure that organizations function optimally.  Quality Improvement (QI) activities are done to improve quality of programs, improve services, or improve the provision of medical care, customer service, etc.  QA/QI projects are usually done for internal purposes only.  However, some QA/QI projects may fall under the federal definition of research, and therefore may require IRB review.
To determine whether QA/QI activities involving human participants or individually-identifiable data must be submitted to the IRB, consider the following definition of research.  Note that QA/QI activities, regardless of whether they meet the definition of research, should not pose any risk to individuals, infringe on individual privacy, or breach individual confidentiality. 
45 CFR 46.102(d) of the federal regulations defines research as a systematic investigation, including research development, testing and evaluation designed to develop or contribute to generalizable knowledge.  
What often distinguishes QA/QI activities from research is whether the activities are intended or designed to develop or contribute to generalizable knowledge.   For purposes of this document, "generalizable knowledge" is information (findings) that can be applied to populations or situations beyond those being immediately studied.  
If there are no intentions to develop or contribute to generalizable knowledge, IRB review is not required.  

IRB review of QA/QI activities may be required when:
1. You anticipate in advance of conducting the project, or while conducting the project, that you will analyze, interpret, and disseminate the findings of your investigation beyond the scope of your department or division



OR

2. The knowledge gained from your project will be applied beyond quality assurance or improvement to new, shared procedures or processes.

If at least one of the above statements applies to you, next consider whether proposed activities are a “systematic investigation”.  For example, does your study systematically: 

1. Gather information beyond what is routine for patient care, e.g., extra medical tests, surveys, or data collection?
2. Assess the effectiveness of processes or procedures?
3. Compare two or more treatments, interventions, or processes?

4. Manipulate a current process to determine which is best?
If QA/QI activities are a systematic investigation AND will develop or contribute to generalizable knowledge, per 45 CFR 46.102(d), IRB review is required.  It is important to note that at the onset, many QA/QI projects have only local (organizational) assurance/improvement intentions, but during the process of data collection or analysis, it becomes clear that findings could be generalizable or benefit others.  IRB review should occur when there is an intention to make findings generalizable.
Examples to assist you:
Example #1 - 

To determine best staffing levels for an ER, management decides to analyze number of patients, number of staff, and how long patients wait for care over a number of months.  The management team plans to present data at a conference in the fall.
The QA project in Example #1 would need to be brought to the IRB for review since it involves systematic review of individually-identifiable data and it is known in advance of conducting the project that the findings will be shared beyond the department involved.

Example #2 –
To provide the best care to patients in the ER, management compares two different methods of triage.  In one scenario, ER nurses are responsible for seeing the patients and determining who should be given priority care.  In the other scenario, clerical staff makes this determination.  One method is used for one month, the other the following month.  Although the original intent for the project was to provide better care, once data were collected, the management team realized that findings could benefit other emergency departments and plans for dissemination were discussed.
The QI study in Example #2 should have been submitted to the IRB once management intended to make findings generalizable.  Comparing two processes where the data will generate generalizable knowledge (i.e. sharing results), would require IRB review.
Example #3 - 

Staff workload data are to be gathered solely for administrative purposes within the context of the normal efforts of a department or an institution to examine or to improve services or operations.
This type of data gathering is not research and would not require IRB review because there is no foreseeable (intended) dissemination of the data. Any record of the data (or interpretations and analyses of the data) remains private, used only for purposes that are appropriate to the institution in the normal conduct of its work.
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