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Individuals performing innovations and improvements in clinical care should understand how Institutional 
Review Boards (IRBs) differentiate non-regulated quality improvement (QI) and regulated research.  Any 
needed clarifications or actions should be addressed before beginning the activity.  Three key points are: 
  

“Research or “quality improvement”?  IRB approval for human subjects involvement is not needed to 
perform QI activities or to present or publish QI results internally or externally. However, federal 
regulations define “QI activities” more narrowly than the term QI is sometimes used.  You should 
understand those technical definitions and be sure your project does not include sufficient “research” 
components that IRB approval is needed before you initiate the project.   
  
Formal documentation that a QI activity is not regulated.  Journals sometimes ask for formal 
documentation from an IRB that a QI activity described in a manuscript did not require IRB review.  If 
you expect to publish, consider likely journals and their requirements regarding documentation that a 
QI project is not regulated.  If documentation of “not regulated” status may eventually be needed, 
request a determination letter prior to initiating the project.  The early request assures “no surprises,” 
which may occur if you conduct the project without confirmation from the IRB. 
  
HIPAA.  HIPAA requirements regarding patient privacy apply whether an activity is research or quality 
improvement.  

  
Each of these topics is addressed below.  
  
a.  “Research” or “quality improvement?”  “Research” must meet several federal regulations for 
human subjects involvement, which IRBs assure.  “QI” activities are “non-regulated” and do not require 
IRB oversight.  However, federal regulations make technical distinctions between “research” and “quality 
improvement” that are not always reflected in common uses of these terms.  In summary, federal 
definitions are: 
  

Research is designed “to test a hypothesis, permit conclusions to be drawn, and thereby to develop 
or contribute to generalizable knowledge (expressed, for example, in theories, principles, and 
statements of relationships).”  Some features likely to characterize research are: the purpose of 
testing issues beyond current science and experience, randomization of subjects, fixed protocols, and 
researchers with no ongoing commitment to improvement of the local care situation.  
  
Quality improvement involves interventions designed solely to enhance the well-being of patients and 
have a reasonable expectation of success.  Some features likely to characterize QI are:  applying 
known science to improve care, no unusual grouping of patients, ongoing adjustments to activities, 
and personnel involved in ongoing improvement in the local situation. 

  
The intent to publish (share descriptions/results with interested others) is not a criterion for determining 
whether an activity is “research” or “QI.”  Descriptions of local QI activities can be published as examples 
of what worked in one local context.  Publications of research share generalized knowledge and 
recommendations regarding what should occur more broadly.  
  
Two ways in which something referred to as “QI” in common language may better fit the definition of 
research are: 

• Comparing two methods of “QI” to create generalizable knowledge about alternative methods. 
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• A “QI project” carried out across multiple locations with results combined to create generalizable 
knowledge about this approach. 

In both instances, the efforts go beyond the narrow focus on doing “local QI” to performing “research” 
about how to go about doing QI. 
  
If you are unsure whether your QI activity involves elements of research, our local IRB (IRBMED) 
suggests using the following resources  to guide your assessment of your activity: 

• HHS QI activities FAQs: http://www.hhs.gov/ohrp/policy/faq/quality-improvement-activities/index.html  
• QI or Research Worksheet: http://ocpd.med.umich.edu/sites/default/files/QI-

Research_Worksheet%5B2%5D.pdf  
You can also contact IRBMED for guidance.  Read their information in advance so that you can explain 
your situation and questions in their terms.  
 
b.  Formal documentation that a QI activity is not regulated.  Some journals may accept an author’s 
statement that the described QI activity required no IRB review, while other journals may want more 
formal documentation.  The following three levels exist for documenting that a QI activity requires no IRB 
review.  Check journals to which you are likely to submit a manuscript to determine the level of 
documentation you may eventually need.  
  

Self-determination - informal.  Review the above information and links to confirm your understanding 
that it is “QI” and do the project without any eResearch application to IRBMED. 
  
Self-determination - semi-formal.  Fill out an abbreviated eResearch application, “Activities Not 
Regulated…” application type, and get a “Self-determination” letter. 
  
IRB determination.  Fill out an abbreviated eResearch application, “Activities Not Regulated…” 
application type, submit it to IRBMED, and receive a formal “Not Regulated” determination. This often 
involves a clarification request from an IRB representative. 

  
To obtain a "Self-determination" letter of non-regulation or a formal letter from IRBMED of non-regulation: 

• Online go to http://eresearch.umich.edu  
• Under "Regulatory Management' click on "Login" (UM unique name and level 1 password) 
• Click on "Create new study" (left side of page) 
• Fill in descriptive information on the first page and click on "continue" 
• For application type, click on "Activities Not Regulated as human subjects research" (examples 

include QI activities), then click on "continue" 
• Complete the following pages. 
• The last page asks whether you want to have a "self-determination" letter printed or a letter from 

IRBMED. 
For further general information on filling out an eResearch application, see 
http://medicine.umich.edu/medschool/research/office-research/institutional-review-
boards/guidance/eresearch 
 
c.  Health Insurance Portability and Accountability Act (HIPAA).  HIPAA requirements concerning 
patient privacy are separate from the regulation of research.  QI activities involving patient information 
must follow HIPAA requirements.  External presentations and publications need to maintain the privacy of 
individual patients involved in the project.  

http://www.hhs.gov/ohrp/policy/faq/quality-improvement-activities/index.html
http://ocpd.med.umich.edu/sites/default/files/QI-Research_Worksheet%5B2%5D.pdf
http://ocpd.med.umich.edu/sites/default/files/QI-Research_Worksheet%5B2%5D.pdf
http://eresearch.umich.edu/
http://medicine.umich.edu/medschool/research/office-research/institutional-review-boards/guidance/eresearch
http://medicine.umich.edu/medschool/research/office-research/institutional-review-boards/guidance/eresearch

