
	Not Human Subjects Research Determination	
The regulations under 45CFR46 and 21CFR50 apply to any research involving human subjects that is conducted, funded, or regulated by any Federal department or agency that enforces these policies. Consequently, Institutional Review Boards (IRBs) must initially assess whether the proposed activities align with the definitions of 'research' and 'human subjects' as outlined in these regulations.
Introduction

This document outlines a method for identifying when an activity qualifies as human subjects research. It's important to note that if THR is not involved in the research, there is no need to consider the human subjects research criteria. However, if THR is involved, the activity must first fulfill the criteria for 'research.' Only if the activity meets this criterion can IRBs then assess whether it involves human subjects.
Researchers frequently assume that any study involving human subjects automatically needs IRB review, but this is not always true. If the activity does not meet the criteria for research, the fact that humans are participants does not matter, even when sensitive information is being gathered.
It is crucial to understand that risk is not the determining factor in deciding if a proposed activity qualifies as human subjects research. Similarly, a determination that an activity is not human subjects research (NHSR) does not imply that there are no risks or ethical concerns associated with it. An NHSR determination simply indicates that the activity falls outside the jurisdiction of the IRB. 
Step 1: Defining Research

Research is a systemic investigation designed to develop or contribute to generalizable knowledge.
Two questions that will be helpful in determining whether the proposed activity is research are:
1. What are the researchers planning to achieve in the proposed study? (In other words, what is the actual goal at this point?)
2. How do the researchers plan to use the findings? (Are they aiming to enhance an existing tool/program/etc. (QA/QI) or are they seeking to confirm or validate the effectiveness of a tool/program/etc. that has already been created?)
Step 2: Human Subjects Definition


45CFR46 defines a human subject as a living individual about whom an investigator (whether professional or student) conducts research:
(i) obtains information or biospecimens through intervention or interaction with the individual and uses, studies, or analyzes the information or biospecimens, or
(ii) obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens.
The researcher may be conducting a systematic investigation that involves collecting information from people (this includes identifiable data), but it may not be about people or human behavior. Also, the standard for identifiability is specifically in the context of accessing data. Anonymous interactions/interventions are still human research.
Two questions that will be helpful in determining whether the proposed activity is about human subjects are:
1. Are data being collected about a “what” or “whom”?
2. Can an individual be linked with his/her/their data points?



.
[image: ]

Page | 6
Not Human Subjects Research


Not Human Subjects Research (NHSR) Determination Checklist


		Research	

	1. Is the activity a systematic investigation, including research development, testing, and evaluation?
	☐Yes
	☐No

	A systematic investigation is an activity that involves a prospective plan that incorporates data collection (quantitative or qualitative) and data analysis to answer a question – this can include testing a hypothesis, establishing clinical practice standards where none previously exists, or establishing a registry or database from which a hypothesis will be tested.

	2. Is the activity designed to develop or contribute to generalizable knowledge?
	☐Yes
	☐No

	Activities designed (with intent) to develop or contribute to generalizable knowledge are those designed to draw general conclusions, inform policy, or generalize findings beyond a single individual or an internal program.
NOTE: The intent to develop or contribute to generalizable knowledge makes an activity research. Publication/dissemination is not a determining factor for whether an activity is human research requiring review and approval by the IRB. Results do not have to be published or presented to qualify the activity as research.

	If you have answered “no” to any of the above, this is NHSR per the DHHS and no IRB review/approval is required. If FDA may apply, continue with this form.
If you answered “yes” to both questions or if you are not sure, please continue with this form.

	3. Does the project involve a test article subject to FDA regulation, requiring prior submission to the FDA or for which results will be submitted to the FDA as part of a research marketing permit?
	☐Yes
	☐No

	A test article is any drug (including a biological product for human use), medical device for human use, human food additive, color additive, electronic product, or any other article subject to regulation under the act or under sections 351 and 354–360F of the Public Health Service Act

	If you have answered “no” to the above, you may end here - this is NHSR per the FDA and no IRB review/approval is required.
If you answered “yes” or if you are not sure, please continue.


*Note, if DoD funded, for activities that are and are not human subjects research beyond those described in 45CFR46 contact the IRB directly at IRB@utep.edu.

		Public Health Surveillance	

	Is the project a public health surveillance activity?
	☐Yes
	☐No

	Public health surveillance activities are not designed to develop or contribute to generalizable knowledge, but rather to collect information to determine the magnitude of a problem or to improve public health AND must be conducted, supported, requested, or authorized by a public health authority.

	If you answered “yes” to the above question, you may end the form here. This is NHSR and no IRB review/approval is required.
If you answered “no” or if you are not sure, please continue.



	Human Subjects

	1. Is the information or biospecimen obtained or used for research about living individuals?
	☐Yes
	☐No

	If you answered “no” to the above question, you may end the form here. This is NHSR, no IRB review/approval is required.
If you answered “yes” or if you are not sure, please continue.

	2. Does the research involve interaction or intervention with humans?
	☐Yes
	☐No

	Interaction: includes communication or interpersonal contact between the investigator and subject. Intervention includes both physical procedures by which information or biospecimens are gathered  ( e. g., venipuncture) and manipulations of the subject or subject' s environment that are performed for research purposes.

	3. Does the research obtain, use, study, analyze, or generate identifiable private information or identifiable biospecimens?
	☐Yes
	☐No

	Identifiable private information/biospecimen - information/biospecimen for which the identity of the subject is or may be readily ascertained by someone on the research team or associated with the information/biospecimen.

	4. Does the research involve human subjects (healthy or patients) who will serve as the recipient of a test article or as a control?
	☐Yes
	☐No

	A test article is any drug (including a biological product for human use), medical device for human use, human food additive, color additive, electronic product, or any other article subject to regulation under the act or under sections 
351 and 354–360F of the Public Health Service Act	

	If you have answered “no” to all of the above questions, this is NHSR. No IRB review/approval is required.
If you answered “yes” to any of the above questions, this activity is human subjects research. If you are unsure, please contact the THR HRPP Office for guidance (email: HRPP@texashealth.org).


*Note, if DoD funded, for activities that are and are not human subjects research beyond those described in 45CFR46 contact the IRB directly at IRB@utep.edu.
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