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Streamlined Alverno Educator Request 

for Educational Research Exemption
All research on human subjects located at Alverno or conducted by those affiliated with Alverno must complete an ethical review process approved by the Alverno College IRB before research data is collected.  Determination of exemption is a special kind of decentralized review. This form addresses a specialized educational research exemption determination for Alverno educators. 

But is it Research?

Most educationally-related inquiry conducted by Alverno faculty and staff falls outside the IRB regulated formal definition of research on human subjects. The Alverno IRB generally does not require a request for exemption before an educator proceeds with the following kinds of inquiries: 

· Inquiry primarily intended to benefit the very individuals who are the focus of the inquiry. 

· Activities confined to the classroom that teach research methods or simulate research.

· Collection of data to support improvement of one’s own classroom instruction.

· Improvement-oriented or accountability-oriented inquiry in the college (unless denoted as “research” in a publication, which makes it presumptively research). 

· Collection of data to merely illustrate, as an educational consultant to other institutions, Alverno specific educational practices and outcomes
However, when there is intent to publish in an academic journal, then additional questions are generally warranted to determine whether the inquiry is research:
· First, was this project conducted as a systematic investigation? 

· Second was the primary goal to develop or contribute to generalizable knowledge?  (For example, generalizing findings beyond the college.)

If the answer to both of the above two questions is “yes,” then the project is probably research.

Reviewer Support of Streamlined Determination of Exemption from Alverno IRB Review
This streamlined exemption process requires that the principal investigator (a) complete this form and (b) obtain a review of her/his proposed research from an IRB certified Alverno reviewer, who must sign this form as well. Determination of Exemption CANNOT be made by the researcher alone.  If the research is eligible for the streamlined educational exemption review, the researcher may select an IRB Direct Certified Reviewer. The selected certified reviewer must (1) not report to the investigator, and (2) have no actual or perceived conflict of interest in the research. 
Who Should Complete This Form
This form and its associated process are appropriate for Alverno researchers whose request for a human subjects research exemption from IRB review meets all of the following seven criteria:
1. The principal investigator is a member of the Alverno College faculty or academic staff

2. All investigators are affiliated with Alverno College 
3. All collected data are from members of the Alverno College community

4. No approval beyond Alverno is required (for example by another institution’s IRB)
5. The research is not federally funded
6. The research is educational research, free of deception, and has no more than minimal risk 
7. Any private information recorded would fit one or more of the following exceptions:

· Be already available to the investigator in his or her Alverno educational role outside of the research context
· Be collected anonymously (see Appendix B)

· Be without significant potential for embarrassment or sensitivity if disclosed more widely (e.g., data on political affiliation or perceptions of family members might be sensitive for some). 
	IS THIS THE CORRECT FORM?

	
	YES
	NO

	1.
	Are all seven criteria noted above for using this streamlined form met? If any one of the seven criteria above are NOT met, then the streamlined exemption process does not apply and the researcher seeking exemption from Alverno IRB review should instead complete the “Alverno College Institutional Review Board General Request for Exemption Determination.” 
	
	


Is Written Informed Consent Required for Educational Research at Alverno That is Exempt from Alverno IRB Review?
As a college, we hold that respect for the individual means giving him or her information necessary to make a considered judgment about participation in a research activity, unless there is a compelling reason to do otherwise. At the same time, when an Alverno educator adds a research component to a required educational activity and this addition does not yield more than minimal risk, then providing a written informed consent process may sometimes neither meaningfully add to the participant’s protection nor to his or her autonomy in decision-making. Appendix A clarifies what is required and appropriate. 
Preparation for Review
In addition to completing this form, the streamlined exemption process requires review of proposed research procedures.  Although it is recommended that researchers additionally complete the “Research Protocol Form,” reviewers may determine that an oral description suffices.  In all cases, the principal investigator provides the reviewer with:
· An oral or written description of:

· research purposes and questions

· how and where participants are recruited

· population(s) with anticipated number of participants by population groupings (e.g., age ranges)

· all settings where data is collected and where participants interact with researchers

· any interventions or treatment groups 
· data collection methods/instruments, data analyses, and data storage
· A written copy of all informed consent forms, statements, or processes (see Appendix A)
· This form with the principal investigator’s initial judgments completed.
General Instructions for Completing This Form
 The IRB encourages researchers to first informally contact reviewers for guidance before completing forms.  All forms support completion via word-processing and can be downloaded from the Alverno IRB website, http://depts.alverno.edu/irb/ .
· When word processing, yellow response areas alert you to where responses are required.  Green response areas alert you to where to answer other questions when they are required. 
· In Section V both the principal investigator and the reviewer jointly attest to a determination of exemption from IRB review. 
Submitting Required Documentation
You may submit this completed form electronically from your Alverno email address.
· Copy the IRB Chair (paul.smith@alverno.edu)  
· Attach all written informed consent forms or written disclosure statements of research intent/voluntary participation communicated to participants (see Appendix A).
· Attach measures (preferably) or describe these well, so that the reviewer can determine the sensitivity of collected data.
Streamlined Alverno Educator Request for Educational Research Exemption 
	Date of submission: FILLIN   \* MERGEFORMAT 


	Proposal Title:


	Name(s) of any funding sources: (if applicable)


	Name of Principal Investigator and Alverno Department:


	Co-investigator name(s) and Alverno Department(s): (if applicable)


	What is the Principal Investigator’s educational affiliation with Alverno: 
[  ] FACULTY
[  ] ACADEMIC STAFF

[  ] OTHER STAFF specify ________________________



	

	

	
	YES
	NO

	Is this a revision of a previous submission?
	
	

	If yes, indicate prior submission date: 
  

	

	I. Automatic Exemption Disqualifiers
Will your investigation include any of the following? 
	YES
	NO

	
	Severely emotionally impaired participants (and no  legal surrogate consent)
	
	

	
	Severely limited English speaking ability participants (e.g. international students) 
	
	

	Specified

Participant

Risks
	Sexually explicit materials
	
	

	
	Sensitive information: sexual experience, mental illness, drug/alcohol addiction
	
	

	
	Use of a FDA regulated product such as a drug or device
	
	

	
	Elevated or non-routine physical activity
	
	

	
	Collection of blood, secretions, or other bodily material
	
	

	
	Protected health records with direct or indirect identifiers (see Appendix B)
	
	

	
	Association with illegal or illicit activities
	
	

	Other
	Deception or withholding of information that may impair informed consent
	
	

	
	Federal funding that is not for research on a federal program or federal service
	
	

	
	If yes is answered to any of the above, this by itself disqualifies the research proposal from any exemption from IRB review, and you should instead complete the “New Study Application Form” available from the Alverno IRB. Otherwise, proceed with this form.


	II. Analysis of Participant Risks and Benefits 
All exempt research entails no more than minimal risks to the participants. The minimal risk standard requires that the probability and magnitude of the harm or discomfort experienced be no greater than what is ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

	
	YES
	NO

	1. 
	Will your investigation include any risks to participants? (For example, does the research affect the risk of an unintentional breach in confidentiality of sensitive student responses?)
	
	

	
	If yes, describe these risks, their likelihood, and the strategies that will be used to lessen them:

	
	

	
	YES
	NO

	2.
	Will participants have more than minimal risks as a result of participation in the research?
	
	

	
	If yes, this by itself disqualifies the research proposal from any exemption, and you should instead complete the “New Study Application Form” available from at the Alverno IRB. 

	III. Consideration of Informed Consent and Vulnerability 
Will your investigation include any of the following? 

	
	YES
	NO

	1.
	Will participants be given written informed consent? 
	
	

	
	If yes, attach all written informed consent forms. If no,  describe below (1) how confidentiality will be ensured  (2) why written informed consent will not be given, and (3) the text of any oral informed consent statement (see Appendix A).  Also attach any written disclosure statements of research intent and voluntary participation communicated to participants:

	
	

	 
	YES
	NO

	2.
	Does the research include a vulnerable populations?
	
	

	
	If yes, specify and address additional concerns that arise:

	
	

	
	YES
	NO


	IV. Educational Research Exemption Category Fit
The streamlined exemption form only addresses Category 1 Exemption, 45 CFR 46.101(b) (1), which is the exemption for educational research.  


	Category 1:  EDUCATIONAL RESEARCH [(45 CFR 46.101 (b)(1)]

	
	YES
	NO

	1.
	Will all research participation be in an educational setting? 
	
	

	2.
	Will this research involve normal educational practices? Examples include (a) research on regular or special instructional strategies, or (b) research on the effectiveness of or comparison among instructional techniques, curricula, or classroom management methods. 
	
	

	2A.
	If yes, please explain why you believe this research involves a normal educational practice:

	
	


	V. Jointly Attesting to Exemption

This section documents that the primary investigator and supporting reviewer(s) of the research proposal have jointly determined that the study is exempt from Alverno IRB review. Note: research containing any non-exempt research activity is disqualified as a whole from exemption. Research not exempt using the streamlined request for exemption may still be exempt, but the researcher cannot determine that with this form. If research is not exempt in the streamlined exemption request, the reviewer does NOT sign below. Instead, the researcher may complete either “Alverno College Institutional Review Board General Request for Exemption Determination” or the “New Study Application Form.”


	1.A.
	*I attest, as principal investigator, that I have faithfully completed this form, and that I understand my continuing responsibility for the safe and ethical conduct of this research, including protection of the confidentiality of student data and the provision of informed consent as appropriate (see Appendix A for Alverno IRB guidelines for written informed consent in educational research at Alverno).  
And, as part of my continuing ethical commitment:

· I will immediately notify the Alverno Institutional Review Board of any case of an undesirable and unintended effect on a research participant that results from his or her participation in the research or in an accompanying intervention. Examples of an adverse reaction include (a) mental distress regarding subject matter or procedures, (b) physical injury, and (c) unexpected allergic/physical reactions. 
· I will immediately notify the Alverno IRB of any breach of confidentiality, such as access to data by unauthorized individuals. 
· I will not make any changes to procedures that could increase participant risk or change educational exemption (see Section IV) without resubmitting this request for exemption (noting changes and accompanying implications for participant risks) with an appropriate reviewer jointly attesting again to exemption.

	Completed by principal investigator     
	


	
	
	
	
	

	Investigator signature (or attach as email from Alverno address)
	
	Print name
	Date

	1.B.
	[  ] Alverno IRB Exempt: I attest—based on careful review of (a) the investigator’s answers to this form, (b) the overall research proposal, and (c) the consent processes—that all components of this study meet the Alverno IRB streamlined exemption requirements described above.

	Completed 

by reviewer
	

	
	[  ] Exempt with specified revisions: Given that the following revision(s) are made, I attest that this study meets the Alverno IRB streamlined exemption requirements as described above:

	
	
	
	 
	
	

	
	Reviewer signature (or attach as email from Alverno address)


	
	Print name
	
	Date


NOTE:  At completion of review, the reviewer sends to both the researcher and IRB Administrator:

· the completed submission, 
· this form, with attachments
· a final copy of any consent forms or information sheets
· documentation of any study revisions required by the reviewer 
	Indicate required changes (if any) and its manner of documentation:



 Appendix A: Required Elements of Informed Consent 

In Exempt Educational Research at Alverno
Following the Belmont Report, the College holds that respect for the individual means giving him or her information necessary to make a considered judgment about participation in a research activity, unless there is a compelling reason to do otherwise. Application of this principle to educational research at Alverno involves special considerations.

Is Written Informed Consent Required?
When educational research at Alverno involves participants in activities that are not in themselves educational, then written informed consent is generally required as it would be in any other setting or context.  However, much of the educational research at Alverno is characterized as scholarship of teaching, learning, and assessment. Such a scholarship would rise to the formal designation of research when it intends to be both systematic and to produce knowledge that generalizes beyond the college. But, as research, it often may also be relatively indistinguishable from the educational activities of teaching, learning, and assessing, when the primary goal of the activity is for the educational benefit of the individual student. The Alverno IRB weighs the educational purpose of an activity as a key factor in determining what is appropriately required for a meaningful consent process and its documentation.
When adding a research component to an Alverno educational activity does not yield more than minimal risk and the activity is itself educationally required, then the process of providing written informed consent may sometimes add little to protecting the participant and become a significant barrier to educational research.  
· In the scholarship of teaching, learning, and assessment where the educator is acting in the student’s interest, what is often most needed is the educational researcher’s ongoing commitment to using procedures that ensure the confidentiality of each individual college student such that the student’s responses cannot be identified in the context of the research reporting.  
But also, any relaxation of informed consent requirements is a measured and conditioned consideration. 

· When research includes participation in activities that are distinct from the educational activities, it is usually appropriate for participants to receive an oral or written statement that this specific activity is solely for an educational research purpose and is voluntary. 

· For any research activity that goes beyond what would otherwise be done as an educational activity, a participant has the right to decline participation in the research component of the activity.

· Whether or not participant consent in exempt educational research is explicitly obtained, an identifiable Alverno student, faculty member, or staff member always has the right to withdraw permission for use of any collected data for research purposes without prejudice or consequence to him or her. 
Some situations generally require written informed consent and its documentation.
· Should the educational activity be expected by the researcher to be less educational for the student than standard practice or should a distinct research part of an activity require the participant to invest a significant amount of time beyond what is integral to an educational purpose, then a written consent form generally should be used before collecting data.  
· Written informed consent and its documentation is uniformly required before research data are shared off-campus when participants in research are inherently identifiable (e.g., video-recording, voice recordings) or when participants are purposefully identified. 
The bullet point immediately above has a specific rationale that often warrants adjustment to the timing and elements of written informed consent. When a research activity is integrally based on an educational activity, it may be appropriate for participants to be separately asked after data collection for their written consent to use their data for research purposes, such as publication in a scholarly journal. For example, when only some participants are quoted in a research report, it may be preferable to ask for permission for a specific use (quote) after data collection. This post-analysis consent strategy may give participants added protection and greater autonomy in decision-making. This contrasts with the principle of seeking participant consent before data collection, which is the appropriate approach when the activity is specifically for the purposes of research and is not simultaneously integral to an educational purpose. In this context of seeking permission to use potentially identifiable quotes in research reporting, many of the elements of informed consent noted below remain applicable and should be included in a written informed consent process that assists the quoted participant to make an informed judgment (for example, items 1, 3, 4, and 6 are fully required as is the first sentence of item 8).  
Elements of Informed Consent Often Appropriate or Required for Exempt Educational Research at Alverno.
Informed consent is the process of communicating to a prospective participant, in easy-to-understand language (usually sixth- to eighth-grade level), all that he or she needs to know about participating in a research project, and then obtaining the prospective participant's agreement to participate. The following elements of informed consent generally still apply to exempt educational research when research participation substantively goes beyond required educational activities. Include in the informal consent:
1. An explanation of the study, including goals, procedure, and a statement that the study is research. 
2. A description of what participants are expected to do and expected length of participation.
3. A description of any likely risks or discomforts for the participants. Potential harm should be explained in language that participants can understand and that relates to everyday life.
4. A description of any likely benefits to the participant or to others.
5. A statement describing the level of privacy assured for collected information (see Appendix B) and how private information and information security will be managed.
6. A statement of whom to contact for answers to questions about the research (generally the Principal Investigator).

7. This statement: “if you have any questions or concerns about your rights or privacy as a research participant, you may contact the Alverno IRB Chair, Paul Smith, paul.smith@alverno.edu,    414-382-6363.”
8. A statement that research participation is voluntary and the participant may withdraw from participation at any time, without penalty or loss of benefits to which the participant is otherwise entitled. If a survey instrument or interview questions are used and some questions deal with sensitive issues, the participants should be told they may refuse to answer individual questions.

