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I. POLICY: 

 
This policy is designed to assist in distinguishing quality initiatives that are related to health 
care operations from those that involve research and define the level of institutional 
oversight required in each case.  Discerning when an activity involving quality/process 
improvement initiatives meets the definition of research is important since it affects the level 
of institutional review required.   

 
Definitions: 
 
Research:  A systematic investigation, including research development, testing and 
evaluation, designed to develop or contribute to generalizable knowledge. (45 CFR 
46.102(d)) OR Any experiment that involves a test article and one or more Human Subjects, 
and that either must meet the requirements for prior submission to the Food and Drug 
Administration under section 505(i) or 520(g) of the Federal Food, Drug, and Cosmetic Act, 
or need not meet the requirements for prior submission to the Food and Drug 
Administration under these sections of the Food, Drug and Cosmetic Act, but the results of 
which are intended to be later submitted to, or held for inspection by, the Food and Drug 
Administration as part of an application for a Research or marketing permit. The terms 
Research, clinical Research, clinical study, and Clinical Investigation are synonymous for 
purposes of FDA regulations. [21 CFR 50.3(c), 21 CFR 56.10(c)] 
 
Systematic Investigation: An activity that involves a prospective plan that incorporates data 
collection, either quantitative or qualitative, and data analysis to answer a question. Often 
includes surveys, interviews, data analyses, cognitive experiences, or medical chart reviews. 
 
Generalizable Knowledge:  Knowledge form which conclusions will be drawn that can be 
applied to populations outside of the specific study population. This usually includes one or 
more of the following concepts: Knowledge that contributes to a theoretical framework of 
an established body of knowledge; the primary beneficiaries of the research are other 
researchers, scholars, and practitioners in the field of study; dissemination of the results is 
intended to inform the field of study (though this alone does not make an activity constitute 
research “designed to contribute to generalizable knowledge”); the results are expected to 
be generalized to a larger population beyond the site of data collection; the results are 
intended to be replicated in other settings. 
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Human Subjects:  Living individual(s) about whom an investigator (whether professional or 
student) conducting Research obtains (1) data through intervention or interaction with the 
individual or (2) identifiable private information.  (CFR 46:102f)  Human Subject (FDA 
Definition): An individual who is or becomes a subject in Research, either as a recipient of 
the test article or as a control. A Human Subject may be either a healthy human or a 
patient. [21 CFR 50.3(g), 21 CFR 56.102 (e)]. A Human Subject includes an individual on 
whose specimen a medical device is used. [21 CFR 812.3(p)]. 
 
Quality/Process Improvement: An activity specifically initiated with the goal of improving the 
performance of institutional practice in relationship to an established standard. Conducting 
quality assessment and improvement activities, including outcomes evaluation and 
development of pathways and  clinical guidelines, provided that the obtaining of 
generalizable knowledge is not the primary purpose of any studies resulting from such 
activities; population-based activities relating to improving health or reducing health care 
costs, protocol development, case management and care coordination, contacting of health 
care providers and patients with information about treatment alternatives; and related 
functions that do not include treatment. 

 
II. PROCEDURE: 
 

A. Key Differences in Quality Improvement and Research 
1. Purpose or Intent 

a. Quality or Clinical Process Improvement is conducted to apply knowledge within 
the organization and related to a specific facility’s population, as appropriate. 
Quality/Process Improvement projects are a process to improve systems and 
processes with the intent to improve outcomes. 

b. Research is intended to test new methods, answer questions and generate 
knowledge that can be applied or generalized to a larger population.  

c. Publication- Desire to publish does not make information generalizable. Quality 
or Program Evaluations can be published or presented at various levels, as can 
research.  

2. Risk 
a. Quality projects examine normal or standard processes with no to minimal risk to 

the patients.  
b. Research may also be minimal risk, but often includes interventions, new 

treatments or novel ways of addressing a clinical question which potentially 
exposes the subjects to higher levels of risk.  

3. Benefit 
a. Quality or Process Improvement projects result in benefit to patients within an 

organization or unit.  
b. Research may not provide any benefit to the subject, but may benefit future 

patients.  
4. Other variables- Often there are similarities in many types of projects, as well as key 

differences. Best practice when unsure if a project is research is to contact the IRB 
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for an official determination. (See Appendix A- Distinguishing Between QI and 
Research) 

 
B. Non Human Subject Research Determinations  

Investigators are able to make a determination whether their project is Research with 
Human Subjects, a Quality Project, or Program Evaluation. Guidance is available on the 
IRB website, with links to OHRP decision trees to aid investigators in determining if a 
project is Research with Human Subjects. Official IRB determination is NOT required for 
a Non-Human Subject Research Determination. However, if an investigator would like a 
formal IRB determination that a project is Non-Human Subject Research:  

• Investigators should submit their project/protocol to the IRB through eIRB  
• IRB Staff reviews the form and project summary and makes a determination. 

Once a determination is made, an official letter is sent to the investigator.  
• If a project is found to meet the definition of Research with Human Subjects, the 

IRB staff will work with the investigator to complete their full IRB submission for 
review.  

 
C. Investigator Resources and Responsibilities 

It is the responsibility of the investigator/physician to obtain appropriate institutional 
approval for non-research and non-human subjects projects and/or approval for 
accessing PHI for non-research projects. 
 
If it is unclear what type of institutional review is required for a particular project, the 
investigator is encouraged to contact the Quality Department and/or the IRB for 
guidance.  

 
III. REFERENCES: 
 

45 CFR 46 
45 CFR 60 
21 CFR 50 
21 CFR 56 
21 CFR 812 
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Appendix A  
Distinguishing Between QI and Research 

 
Defining Question Quality  Research  
Intent or Use Improved internal processes, 

procedures or pt safety 
Discovery – contribute to new 
knowledge or science underlying 
practice 

Benefit Organization and ultimately 
patients & staff 

Not directly benefit subjects, may 
contribute to future good 

Level of Risk to Subjects Low risk, normal processes of 
care, proven interventions 

Higher level of potential risk, Must 
be explained in detail to IRB to 
protect subjects 

Methodology Flexible, analyses include 
PDSA/Rapid Cycle 
Root Cause Analysis, & 
Trending; Descriptive statistics 

Scientific research process, study 
design and statistical analyses,  
not flexible, adhere to process to 
maintain rigor 

Timing 
 

Rapid completion, Weeks or 
months 

Often lengthy time before results 
are integrated  into practice 

 Variables  Acknowledged as natural 
setting, not controlled 
 

May attempt to control by design 
or describe as co-variables 

Sample Size May be small but large enough 
to detect observed differences 

Size determined by power 
analysis, data saturation, or 
results from prior studies 

Data collection Data collected to monitor 
outcomes and resource 
utilization 

Detailed plan for collection, 
lengthy process, tightly controlled 
criteria for inclusion/exclusion of 
subjects 

Regulation Organizational oversight Multi layered - required IRB, 
OHRP, FDA, State and local laws 

Impetus Needs of end users reduce risk, 
& improve care delivery 

Driven by gaps in current state of 
knowledge 

Informed Consent 
 

Implied Required, or Must Meet Criteria for 
Waiver or Alteration  

Source of Data 
 

Within Organization Multiple Sources 

 
Outcome Measures 

Routinely collected data, 
Measurable improvements in 
health outcomes 

Study specific/Valid & reliable 
instruments 

Evaluation Criteria 
 

Process Validity Scientific Rigor 
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