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	2016 Update: When to Consult the IRB?  It can be difficult to know when a research project needs to be reviewed by the IRB.  The example below is not intended to serve as an all-purpose guide, but should give researchers some insights into when a proposal should be reviewed by the IRB. 

	Student Research Project on Study Habits: Should it be Submitted to the IRB?

	Example 1.  A Student’s Paper
	Reviewable?
	Likely IRB Action
	Comments

	

	A student wants to write a paper on study habits at UR.  She has frequently talked to her roommate and friends about the subject.  She writes her paper and even quotes a couple of her friends who have made statements such as “I have never, ever been able to study in my dorm room.”
	There would be no need to submit this paper to the IRB.
	None.  This would not come to the IRB for review.
	Even though the student has talked to other people, the project on its face doesn’t meet any of the usual criteria that define research.
  The activity is not systematic or designed.  Still, the student should be accurate and considerate in quoting persons.  Because “subjects” were not “consented,” this material cannot be used later in a research paper.

	Example 2. An Expansion of the Paper Using other Class Members
	Reviewable?
	Likely IRB Action
	Comments

	

	The student gets an A on the Example 1 paper and thinks about expanding it.  She asks her professor if she can survey other members of the class.  The survey focuses on whether or not students are able to study in dormitories.  Using a Likert scale where 1=Always and 5=Never, questions such as the following are used in the survey: 

(1)  I study in the library.

(2) I study in my dorm room.

(3) I study in the Commons.

(4) I study in study halls.

The student also collects some demographic information on subjects, such as their SAT scores and GPA averages.  The survey results are presented to the class in aggregate form.  The written paper only goes to the professor.  It is never published or posted on the web.
	Because this activity is not in any sense “generalizable research,” and the activity is entirely confined to the classroom and is of minimal risk, there is no need to submit it to the IRB.
	None.  Because this does not come to the IRB, it would take no action. 

However, sometimes students may want to submit a proposal because they plan to submit research proposals in the future and want to experience an IRB review. Were the student to submit a proposal to the IRB it would either be designated as “not reviewable research,” classified as “exempt research,” or approved using the expedited process.
	The student’s professor may consider whether or not the project merits IRB review.  Because the project is a form of classroom teaching, with no chance that it will be submitted for publication or posted on the web, the activity is effectively confined to the classroom.  It is a teaching activity; not a research activity.  Because the proposal never goes to the IRB, it is the responsibility of the professor to ensure that the student knows that the activity should not be published in any form (e.g. posted on the student’s website or Facebook page).  While this example is innocuous, the professor might consider consulting the IRB if the information being collected could potentially distress fellow students, collect information that could be “damaging to the subjects’ financial standing, employability, or reputation” or otherwise prove problematic.  EXAMPLES CONTINUE ON PAGE 2.

	Example 3. Taking the Project Beyond the Classroom.
	Reviewable?
	Likely IRB Action
	Comments

	

	The student gets an A on her class research project and thinks about expanding it for submission to the A&S Student Symposium.   She decides to do a convenience survey of 100 randomly selected UR students.  The survey focuses on whether or not students are able to study in dormitories.  Using a Likert scale where 1=Always and 5=Never, questions such as the following are used in the survey: 

(1) I study in the library.

(2) I study in my dorm room.

(3) I study in the Commons.

(4) I study in study halls.

The student also collects some demographic information on subjects, such as their SAT scores and GPA averages.


	Because this is a systematic study, intended for public review, and collects data about living persons, it should go to the IRB for review.  The student would fill out the expedited IRB form, consent forms, etc.
	Provided that there are adequate safeguards for preserving the confidentiality of responses (because many students would not want their GPAs posted at the Student Symposium), the IRB would likely approve or exempt the proposal using the expedited process.  As on every study, the IRB would want to ensure that the benefits of the research outweigh the risks.
	Even though the intent of this student project is not to produce “generalizable” results, the University of Richmond IRB has established a policy that classroom research and student symposium research activities are reviewable.  The IRB can take expedited action on the proposal because it is no more than minimal risk and is a category of research that meets OHRP’s criteria for expedited review.  By getting IRB approval, the student could submit the results of her research for publication.

“Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.” See 45 CFR 46.012(i). 


	

	Example 4. Asking if Students Use Stimulants to Help Study
	Reviewable?
	Likely  IRB Action
	Comments

	

	The student is now a junior and decides to do a follow-up study.  In addition to the questions previously asked, the student includes several questions related to the use of stimulants while studying, including the following question:  “Have you ever used a stimulant, such as a non-prescribed drug, to help you study?”
	This proposal would have to go to the convened IRB for a determination as it may no longer be “minimal risk.”
	The IRB might approve the question on the use of a non-prescribed drug, provided that subject anonymity is provided.  Anonymity means that no one (including the researcher) can ascertain the identity of respondents.


	The level of risk has risen for several reasons.  Anonymity would be necessary to ensure that subjects would not be at risk for criminal liability.  Research records are generally “discoverable” by law enforcement officials.  Moreover, disclosure of the subjects’ responses could potentially be “damaging to the subjects’ financial standing, employability, or reputation.” 
EXAMPLES CONTINUE ON PAGE 3.

	Example 5. Asking if Students Have ever Contemplated Suicide because of Study Pressures
	Reviewable?
	Likely  IRB Action
	Comments

	

	Disappointed that the IRB has required strict procedures for anonymity that will complicate the administration of the survey, the researcher takes a different direction and submits a previously approved survey with one additional question: “Have you ever been so concerned about your studies that you contemplated suicide?”


	This would have to go to the convened IRB for a determination as it is not “minimal risk.”
	The IRB would probably not approve a student research proposal that included a question on suicide ideation.
	While the IRB might approve a proposal from an experienced faculty researcher involving suicide ideation, it is unlikely that it would approve such a request from a student.   While each proposal is judged on its own merits, the considerable risks to subjects would weigh heavily on the IRB’s decision.  

	

	As demonstrated by the example above, a student paper on study habits could range from “not reviewable” to virtually “not approvable,” depending on the questions asked and the methodology used.  If you have questions, contact irb@richmond.edu .



� In its decision chart “�HYPERLINK "http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html"��Is an Activity Research� …” OHRP’s first question is “Is the activity a systematic investigation designed to develop or contribute to generalizable knowledge? [45 CFR 46.1019d)].  (Boldface type is in the OHRP decision rule.)  The University of Richmond’s IRB has determined that research does NOT need to contribute to generalizable knowledge to be reviewable.





