QSA Session 3: QI and Academics 
QI and the IRB

Tools to determine if IRB required for project
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QI/QA Research comparison tool (COMIRB): https://research.cuanschutz.edu/docs/librariesprovider148/comirb_documents/guidance/cf-195_qi-pe_tool7a908de5302864d9a5bfff0a001ce385.pdf?sfvrsn=b5b8e9b9_0


Institutional-specific QI Review Guidelines/Committees: 

	Denver Health
	Quality Improvement Review Committee (QuIRC)

	University
	COMIRB
No additional procedures needed

	VA
	COMIRB
Contact Dr. Genet D’Arcy (Barbara.D’Arcy@va.gov) for Qi project approval 
Dr. Tyler Miller, Director of QI for Hospital Medicine available for general guidance (Tyler.Miller@CUAnschutz.edu)

	Children’s Colorado
	Organizational Research Risk and Quality Improvement Panel (ORRQIP)
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Human Subjects Research (HSR) Quality Improvement 



Purpose Designed to contribute to generalizable 
knowledge 



Designed to implement knowledge, assess/improve 
process or program within an institution compared to 
established standards 



Design Follows a rigid protocol that remains 
unchanged through research, may involve 
randomization



Adaptive, iterative design



Benefits May not benefit current subjects, intended to 
better future patients 



Directly benefits a process, system or program and 
therefore benefit the patient



Risks May place subjects at risk Usually does not increase risk to patitents, with the 
exception of involvement of patient privacy/data



Participant Obligation No obligation to particiate Responsibility to participate as component of care



Goal Answer a research question, fill gap in current 
knowledge



Improve a program, process or system



Analysis Statistically prove or disprove a hypothesis Compare program, process or system to established 
standards



Dissemination of 
results



• Less urgency to disseminate results quickly
• Investigator obliged to share results 



• Results rapidly adopted into local care delivery 
• Encouraged to share systematic reporting of 



insights



IRB Required Possibly “exempt” or not HSR
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It involves human
subjects: A living
individual about

whom an investigator

conducting research
obtains identifiable
data through an
intervention or
interaction with the
individual (or
identifiable private
information)

Systematic
investigation
involves a
predetermined
system, method or
plan for studying a
specific topic,
answering a specific
question, testing a
specific hypothesis,

or developing theory.

Generalizable
Knowledge is
information that is
collected or gathered to
draw general
conclusions; inform
policy; inform
professional knowledge
in a discipline; or
generalize outcomes
beyond the specific
group, entity, or
institution.

IRB Review

Required
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If an activity meets the definition of human subject research under 45 CFR
46.102(d), then HHS regulations apply, and IRB review is required.





