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Am I Doing Human Subject Research?
A guide in assisting you to determine whether you are doing human subject research and need to submit an IRB application. 

What is HUMAN SUBJECT RESEARCH (HSR)?

	HUMAN SUBJECT: a living individual about whom an investigator conducting research obtains:
1) Information or biospecimens through intervention or interaction with the individual; or
2) Identifiable private information or identifiable biospecimens




“About Whom” is important! Examples of projects that would NOT be “about whom”:

· You want to interview students about a class. If your questions are all focused on the class as opposed to about the students themselves, likely NOT doing HSR.
 
· You want to survey people and the content of the survey focuses specifically on their college, university program, workplace, etc. as opposed to the students/employees themselves, likely NOT doing HSR.

What counts as “identifiable”?
Information or biospecimens are identifiable if they are associated with any of the 18 identifiers laid out in the HIPAA Privacy Rule: 
· Name, address, phone number, email address
· All dates 
· This includes birth date, date of death, date of discharge, date of admission, date of survey completion, etc.
· NOTE: year by itself is not an identifier
· SSN, MRN, insurance number, account number
· License or certificate number, VIN or license plate number, serial number
· URL, IP address
· Biometric identifiers, full face photographic images (e.g., voice or video recordings)
· Any other unique identifying number of code

	RESEARCH: a systematic investigation designed to develop or contribute to generalizable knowledge.
· Systematic investigation: an activity that is detailed, methodical, and planned in advance 
· i.e. develop a hypothesis, collect data, analyze/evaluate the data

· Generalizable knowledge: information expected to expand the knowledge base of a scientific discipline or other scholarly field of study
· i.e. the INTENT is to contribute to some knowledge base that goes beyond your department, clinic, classroom, etc.



[image: Exclamation mark with solid fill]NOTE: deciding to publish your results does not determine intent! Publishing does not automatically mean it is “research” and not publishing does not automatically mean it is not research. 

	TOOLS TO ASSIST:

	Determination questionnaire found in RSS:
[image: A black screen with white text
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NOTE: the ORA does not review the results of this questionnaire. The determination is dependent on the validity of the responses given in the form.

	Access and review HRPP Policy 1.8: 
CLICK HERE

	Email IRBORA@unmc.edu for assistance



Activities that are NOT Human Subject Research:
The following activities are not considered HSR and therefore do NOT need IRB review/approval. 

	QUALITY IMPROVEMENT/ASSESSMENT (QI/QA):

	· Intended to improve processes or outcomes within the institution/setting
· The activity design builds and changes as the project progresses
· Conducted by individuals or groups that work within the institution where the project will be conducted
· Involves populations, processes, practitioners, etc. within the institution 
INTENT: bring about positive change for the people in that setting, not to produce generalizable knowledge for other settings

	Examples:
· A nurse in a hospital setting wants to look at different handwashing techniques. Their intent is to improve what is happening within that unit at the hospital. They will implement the new techniques for two weeks and distribute a survey at the end.
· NOT human subject research

· A teacher in their classroom wants to change their teaching practice because what they are doing currently isn’t working well. Their intent is to improve the processes within their classroom to help students in their class. They will provide their students a survey and look at student grades to assess their effectiveness.
· NOT human subject research
NOTE: even though the above examples involve humans, the intent is NOT to generate generalizable knowledge.



	PROGRAM ASSESSMENT:

	· Findings expected to directly affect the conduct of the program and identify improvements. This typically applies to programs funded or supported by outside agencies.
· No benefit to participants expected (concentrates on program improvements)
INTENT: to evaluate a specific program

	Example:
· You want to assess how well a foundation-funded program is working to prepare students to enter the workforce. You want to survey current and past students about that program with the aim of improving how that program functions. The data you collect will ultimately help inform how that program functions in the future
· NOT human subject research
NOTE: the above example involves people but the intent is not “about whom”, it is about the program.



	CASE REPORTS:

	· Report of a single case of a disease/condition
· Usually involves an unusual or novel occurrence 
· Typically describes the findings, clinical course, and prognosis of the case
· Often accompanied by a review of other cases previously reported in the biomedical literature 
· No systematic analysis 
INTENT: to tell a “story” about something that happened

	When WOULD it be HSR?
· A group of 4 or more case reports (“Case Series”) of patients with common characteristics 
· Intent is now to describe the aspects of the disease, the treatment, and the diagnostic procedures
· Now involves some systematic analysis of characteristics 
· IS human subject research and requires IRB review

· Single-Subject Research: involves repeated, systematic measurement of an individual’s behavior before, during, and after an intervention to establish a causal relation between the intervention and behavior change
· Intent is to produce generalizable knowledge
· IS human subject research and requires IRB review





ADDITIONAL EXAMPLES:
	You plan to obtain data from a state cancer database to assess rates of mortality in a given population. The data will not contain private health information (PHI) or identifiable private information (IPI).
NOT HSR
· Is “about whom”
· Does NOT involve interaction with individuals or identifiable information

	You plan to survey dog owners about their new adopted pet’s behaviors. You will also ask for video footage of their dogs playing with their owners and you will request email addresses to send gift cards.
NOT HSR
· Does involve interaction with individuals and identifiable information 
· Is NOT “about whom”- it is about the dogs
NOTE: if you ask the dog's owner how the dog’s behavior affects them, then the owner is a human subject and the project IS HSR.

	You plan to interview people about their exercise habits to test a particular hypothesis. You will put up flyers at local gyms, asking potential subjects to contact you to communicate interest in the study. You will review and collect identifiable private information (IPI).
IS HSR
· Is “about whom”
· Involves interaction with subjects and identifiable information
· Is a systematic investigation with the intent to test a hypothesis


	You will use Prolific to distribute an anonymous survey asking about people’s political views. You want to compare some set of trends between given time points. No IPI will be collected.
IS HSR
· Is “about whom”
· Does NOT involve identifiable information, but DOES involve interaction with individuals 
· Is a systematic investigation

	You will access medical records (with PHI recorded) to assess the relationship between certain medications and dental conditions.
IS HSR
· Is “about whom”
· Does NOT involve interaction with individuals, but DOES involve identifiable information 
· Intent is to contribute to generalizable knowledge
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