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Research involving human participants are subject to 
many Federal regulations.
The two main regulatory agencies are:

1. DHHS: Office of Human Research Protections 
(OHRP)

2. FDA



HHS: Office of Human Research Protections (OHRP)

Research is defined as:

A systematic investigation, including research development, testing and 

evaluation, designed to develop or contribute 

to generalizable knowledge.

​Human Subject is defined as:

A living individual 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



 The HHS regulations overseeing Human Participant Research 
are undergoing sweeping changes. The changes includes a 
minor modification to the current definition of research and 
human particpants:



The change adds activities that are deemed not to be research:

• Scholarly and journalistic activities 
• Public health surveillance activities
• Collection and analysis of information, biospecimens, or records by or for a 

criminal justice agency for activities authorized by law or court order solely 
for criminal justice or criminal investigative purposes. 

• Authorized operational activities (as determined by each agency) in 
support of intelligence, homeland security, defense, or other national 
security missions.



A living individual about whom an investigator (whether 
professional or student) conducting research:

1. Obtains information or biospecimens through intervention 
or interaction with the individual, and uses, studies, or 
analyzes the information or biospecimens.

2. Obtains, uses, studies, analyzes, or generates identifiable 
private information or identifiable biospecimens. 



U.S Food & Drug Administration (FDA)

FDA has defined "clinical investigation" to be synonymous with "research". 
"Clinical investigation" means 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 FDA...or the results of which are intended to be later 
submitted to, or held for inspection by, the FDA as part of an application for a 
research or marketing permit.

"Human subject"
An individual who is or becomes a participant in research, either as a recipient of 
the test article or as a control. A subject may be either a healthy individual or a 
patient.



 The National Commission (which published The Belmont 
Report) was given the task of identifying the basic ethical 
principles for conducting human subject research, while 
considering “the boundaries between biomedical or 
behavioral research involving human subjects and the 
accepted routine practice of medicine. 



 “For the most part, the term 
‘practice’ refers to interventions 
that are designed solely to enhance 
the well being of an individual 
patient or client and that have a 
reasonable expectation of success. 
The purpose of medical or 
behavioral practice is to provide 
diagnosis, preventive treatment or 
therapy to particular individuals.” 

“When a clinician departs in a 
significant way from the standard 
or accepted practice, the 
innovation does not, in and of 
itself, constitute research. The 
fact that a procedure is 
‘experimental’ in the sense of 
new, untested or different, does 
not automatically place it in the 
category of research” 

The report also recommended that a medical practice committee should consider when a major innovation 
should become a part of a formal research project.



There are regulatory definitions of research, but no regulatory definition 
of quality improvement.

 Quality improvement projects are often systematic investigations; 
following a pre-determined plan. 

 Also designed to contribute to knowledge that can be useful to the 
organization’s process that the QI project targets. 



1. Is the planned activity to be conducted in a 

systematic manner?

i. Is there a written plan or protocol? 

ii. Is data being collected?

2. What is the intent of the activity? 

i. Would the activity be conducted if there was 

no possibility of professional recognition such 

as publishing a paper or earning tenure 

attached?

3. Will the activity contribute to generalizable 

knowledge? 

i. Will the information be disseminated outside of 

the institution? 

ii. Is the goal simply to improve productivity, or 

will the information be shared with the world?

Ask the following questions:



Generalizable 
knowledge

Non-
generalizable 

knowledge

 When we contribute to 
generalizable knowledge we 
are making knowledge that is 
universally applicable = 
 Research

 Non-Generalizable 
Knowledge is  locally 
applicable i.e. department, or 
organization that the project 
is targeting= 
 quality improvement



Fleming and Newton were not conducting research 
when they discovered penicillin and gravity, however 
they were able to identify unintended results of their 
accidents, and create generalizable knowledge 
without intending to so. Their actions would not 
meet today’s HHS definition of research 



 Although Newton and Fleming’s discoveries were not intentional and 
systematic investigations, they did pave the way for future systematic 
investigations that were intended to contribute to generalizable knowledge 
to change our understanding of the universe, and how we treat infection. 

▪ Newton’s research following his initial discovery did not involve human participants

▪ Fleming’s research following his initial discovery was tested on humans, and was 
therefore human participant research, which today would be subject to OHRP and 
FDA regulations. 



Human Genome Sequence

 Plans to map and sequence the human genome were 
made in 1988 by the US National Academy of 
Sciences. It was developed through a series of five 
year plans. 

1. Prospectively and
2. Intentionally 

Designed to contribute to generalizable knowledge



 The difference between 
Fleming’s discovery of 
Penicillin and the Discovery 
of the complete Human 
Genome Sequence is all in 
the intent and design. 

“When I woke up just after dawn on September 28, 1928, I 
certainly didn’t plan to revolutionize all medicine by 
discovering the world’s first antibiotic, or bacteria killer. But I 
guess that was exactly what I did.” –Sir Alexander Fleming

(Markel, 2013)

 While the design of a QI 
project may be 
systematic, the intent is to 
contribute to non-
generalizable knowledge; 
To benefit knowledge 
locally. 





 A human participant is “a 
living individual about whom 
an investigator (whether 
professional or student) 
conducting research obtains  
data through: 

1. intervention or interaction
with the individual, or 

2. identifiable private 
information”



 The intent to publish alone does not mean that your project 
requires IRB review. 

Observations from projects that do not aim to contribute to generalizable 
knowledge can be highly relevant to promoting learning in their respective fields. 

 Healthcare especially is becoming more reliant on “best practices” where 
rather than re-inventing the wheel to meet the mandatory quality outcome 
measures, they learn from what other similar institutions are doing.



Case Study?
Case studies involving up to three similar unique clinical 
presentations in which the only activity involved is a retrospective 
record review is not considered Human Research, and therefore does 
not require IRB review. 
HIPAA considerations to be made with covered entity. 

Testing outcomes of new validated pain assessment tool?

Program evaluation. Not designed to contribute to generalizable 
knowledge, not a systematic investigation.  Not Human Research, 
and therefore does not require IRB review



Retrospective record review looking at sepsis outcomes to find a 
common thread among patients with poor outcomes, such as high BMI, 
or hypertension

This is a systematic investigation designed to contribute to generalizable 
knowledge using individually identifiable and private information. This is 
research and does require IRB review

This is a systematic investigation designed to contribute to generalizable 
knowledge using intervention, interaction with the individual. 
Use of test article: Subject to FDA Research Regulations

Test wearable fitness monitors to see if heart rate monitors is helpful in 
providing a reliable clinical history needed to diagnose AFIB



For assistance with the 
Human Participant Research 
(HPR) determination: 
 Complete the Human Participant 

Research Determination Tool available 
on our website, and turn it in to the 
irbquestions@wayne.edu e-mail 
address. 

 An IRB member will review your 
completed HPR tool, and send you an 
official IRB determination that you can 
keep on file in case a journal asks for 
an official IRB determination letter. 



Follow instructions on the tool. If it is clear that your study does 
not meet the definition of Human Participant Research, then 
you can keep the completed tool with your study records. 

If you are unsure after completing the tool, send it to 
irbquestions@wayne.edu for an official IRB determination. 



You can also e-mail your questions to irbquestions@wayne.edu 
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