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	Institutional Review Board 
	Human Subjects Research Checklists

Not all data collection requires IRB review. Please use the following Checklists to determine if your data collection meets either/both regulatory criteria as 1) human subjects and/or 2) research and the appropriate forms to submit to the IRB (IRB Application Form and/or Classroom Activities Notification). 

Instructions
Please complete the following checklists to determine if your data collection procedures meet either/both regulatory criteria as involving 1) human subjects and/or 2) research. 

1. If your data collection does not involve living human subjects then you do not need IRB Review and you can stop now.

You can find additional information and resources can be found on the Carthage IRB website. If you have any questions, please contact the IRB Chair at irbchair@carthage.edu or your Department Liaison (see form)





	Section 1: Determination of “Human Subjects”

Human Subjects are living individuals who provide identifiable private information about themselves OR who participate in systematic research through either intervention or interaction (i.e. surveys, interviews, experiments, observations).[footnoteRef:0] Data gathered about aggregated individuals that cannot be linked to specific individuals, such as public use survey data sets, aggregated education records, or other public-use data such as home values, racial composition of neighborhoods, etc. are not considered human subject research. [0:  https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html ] 


a) Identifiable information includes information where the identity of the living participant may be ascertained by the researcher or others associated with the information (i.e. names, addresses, email addresses, telephone numbers). Identifiable information may also include any data or information that when taken in light of the potential participant pool, could lead to the identification of an individual participant. For example, identifiable patterns of demographic information of a given sample population.

b) Private information includes information about behaviors, attitudes, beliefs, and/or experiences in which the individual could reasonably expect privacy. Private information may also include information in which the participant may desire the information not to be made public (i.e. medical or educational records, criminal activities, traumatic experiences). 

c) Interventions include both physical procedures of data collected (i.e. blood draws, DNA testing, physical swabs, etc.) and the manipulations of the subject or subject’s environment in which data is collected for research purposes (i.e. experiments involving (x); observations in private settings such as homes).

d) Interactions include communication between the researcher and the subject as part of the research process or data collection (i.e. surveys, interviews). Interactions may also include observations of individuals in settings where individuals expect a level of privacy, including homes, workplaces, or religious institutions.

	Please use the information above to answer the following questions:

1. Do any of your data collection activities involve obtaining information from or about living human subjects? 
☐ Yes    ☐No   

2. Do any of your data collection activities involve obtaining information about living human subjects through intervention, interaction, or observation? (i.e. surveys, interviews, observations, experiments, physical testing)
☐ Yes  ☐No  

3. Do any of your data collection activities involve obtaining identifiable private information from living human subjects, including any of the following: names, addresses, employee or student ID numbers, email addresses, educational records, medical records, bio-specimens or will you be collecting data OR information that could lead to the identification of participants?
☐ Yes  ☐No  



· If you answered YES to any of these questions your data collection activities are considered to involve living human subjects please proceed to Section 2 Determination of “Research.”

· If you answered NO to all of these questions, then your data collection activities are not considered to involve living human subjects; therefore, it does not require IRB Review or Classroom Activity Notification.




	Section 2: Determination of “Research”

Research is defined as “a systematic investigation, including research development, testing and evaluation, designed (or intended) to develop or contribute to generalizable knowledge.”[footnoteRef:1] Please note that the IRB, not you as the researcher, must determine if data collection meets the criteria of research. [1:  https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html] 


[bookmark: _heading=h.gjdgxs]a) Systematic investigation is an activity in which the researcher has a prospective plan that incorporates data collection, quantitative or qualitative, and data analysis (i.e. surveys, interviews, focus groups, experiments, evaluations of educational records, analyzing medical records).

b) Systematic investigations contributing to generalizable knowledge are those designed to draw general conclusions, inform public policies, generalize findings beyond a single individual and/or further the knowledge in one’s discipline. 

	Research--Requires IRB review

· Surveys, experiments, interviews, or data analysis intended to contribute to general knowledge in academic, scientific, or professional communities. (i.e. conference presentations, journal articles, books, etc.)
· Activities designed to test scientific hypotheses that involve human subjects.
· All senior thesis projects—whether in a specified course or as an independent study—that involve human subjects are considered research. 
· Activities collecting information that may be publicly presented (i.e. outside of a classroom) in academic, professional, and/or organizational settings. For example, presentations at the Celebration of Scholars, Teaching Commons, or other Carthage symposia series are considered public.
· Activities collecting data to inform public policies. 

	Not Research

Projects and activities may be systematic, but are not research if they are not designed to contribute to generalizable knowledge. 

Examples of non-research activities may include:
· A classroom project involving surveys, experiments, or interviews that solely fulfill course requirements with results not shared beyond the specific course. May still need IRB Classroom Activities Notification Form.
· Activities in which knowledge gained is solely for the benefit of participatory subjects (i.e. service-learning courses, diagnostic testing, therapeutic practices).
· Systematic historical analysis of oral histories and/or archival records intended to record specific histories or events.
· Data analysis of public-use data sets such as the General Social Survey, U.S. Census, etc.


	Please use the information above to answer the following questions:

1. Do any of your activities involve a systematic investigation designed to contribute to generalizable knowledge? 
☐ Yes  ☐No  ☐ Not sure

2. Do any of your activities involve data collected for potential publication, public presentation (i.e. outside of the classroom), and/or student senior theses?
☐ Yes  ☐No  ☐ Not sure

3. Do any of your activities involve data collection involved in testing scientific hypotheses involving human subjects?
☐ Yes  ☐No  ☐ Not sure 



· If you answered YES to any of these questions then your activities are defined as research and require IRB Review. Please fill out the following form: IRB Application Form

· If you answered NO to all of these questions then your activities are not defined as research and do not require an IRB Application. However, if you are conducting class-activities involving human subjects (as determined by Section 1) please proceed to Section 4 “Does my classroom project/activity need a Classroom Activities Notification?”

· If you answered Not Sure to any of the questions, please proceed to Section 3 “Additional Questions”

 
	Section 3: Am I conducting Research? - If yes I need to complete IRB Application Form

	YES
	NO
	NOT SURE

	Are you, or a Carthage College student, performing behavioral and/or social scientific research that focuses on individual/group behavior or mental processes generated by surveys, interviews, observations, case studies, and/or experiments?
	☐
	☐
	☐

	Are you, or a Carthage College student, conducting a pilot study or establishing subject pools by recruiting subjects considered for future studies?
	☐
	☐
	☐

	Are you, or a Carthage College student, analyzing secondary data with private identifiable information such as medical records, student records, or audio/visual recordings?
	☐
	☐
	☐

	Are you, or a Carthage College student, conducting internet research that involves intervention or interaction with human subjects where identifiers are known or can be ascertained or within an internet community where privacy can be expected?
	☐
	☐
	☐

	Are you, or a Carthage College student, performing diagnostic or therapeutic procedures for the purposes of testing? If only provided for the benefit of the patient then IRB review is not required.
	☐
	☐
	☐

	Are you, or a Carthage College student, conducting clinical or biomedical research involving the collection of tissue or human biomedical specimens?
	☐
	☐
	☐

	Are you, or a Carthage College student, completing Quality Assurance/Improvement activities designed to improve clinical care, patient safety, testing of interventions, etc?
	☐
	☐
	☐

	Are you, or a Carthage student, interacting with (or providing interventions with) any of the following populations: children (age<18 years), Neonates/Fetuses/In vitro Fertilization persons, mentally disabled persons, persons with impaired cognitive or decision making capabilities, adults with legal guardians, economically disadvantaged persons, and/or prisoners?
	☐
	☐
	☐




· If you answered Yes to any of the above questions you will need IRB Review please complete form: IRB Application Form

· [bookmark: _heading=h.30j0zll]If you answered No to all of the above questions, you will not need IRB Review. Remember, if you are conducting class-activities involving human subjects (as determined by Section 1) please proceed to Section 4 “Does my classroom project/activity need a Classroom Activities Notification or IRB Application?”

*If you are still Not Sure please contact IRB Chair (irbchair@carthage.edu).



	Section 4: Does my classroom project/activity require a Classroom Activities Notification or IRB Application?

	YES
	NO
	NOT SURE

	Did I answer YES to any of the questions in Section 1?
	☐
	☐
	☐

	Did I answer NO to ALL of the questions in Section 2? 
	☐
	☐
	☐

	*participants inside/outside of the classroom*
	
	
	

	The project/activity/assignment is only for this specific class and no information/data will be presented outside of the classroom.
	☐
	☐
	☐

	The project/activity/assignment is only for educational purposes.
	☐
	☐
	☐

	This project/activity/assignment poses no more than minimal risk. For example, activity does not pose more risk than individuals may encounter in daily life or in performing routine physical or psychological examinations.
	☐
	☐
	☐

	This project/activity/assignment does not involve vulnerable populations. For example, does not include minors less than 18 years old, mentally disabled or decisionally impaired, economically disadvantaged, undocumented persons, non-English speaking, prisoners, physically disabled.
	☐
	☐
	☐

	This project/activity/assignment does not specifically focus on socially vulnerable groups. For example, individuals whose race, ethnicity, religion, sex, gender, and/or sexual orientation may locate them in vulnerable populations.
	☐
	☐
	☐

	This project/activity/assignment does not specifically focus on sensitive topics. For example, traumatic experiences, sexual behavior, criminal activity, alcohol or illicit drug use, child abuse, physical abuse, medical or psychological history, immigration status, etc.
	☐
	☐
	☐

	The information/data collected for this project/activity/assignment will not be presented or published outside of the classroom. For example, data will not be presented in a poster session, published in a journal/magazine or public outlet, provided to an external agency, presented at Carthage events like Celebration of Scholars, Teaching Commons, Senior thesis presentations, etc.
	☐
	☐
	☐



· If you answered Yes to all of the above, you need to complete: (IRB Classroom Activities Notification Form)
· If you answered No to any of the above you will need to complete the IRB Application Form.
· If you answered Not Sure then contact IRB Chair (irbchair@carthage.edu).
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