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Alverno College Institutional Review Board

General Request for Exemption Determination 
All research on humans located at Alverno or conducted by those affiliated with Alverno is expected to meet Alverno’s ethical standards for research, whether in collaboration with an Alverno College’s Research Review Committee or as otherwise reflected in Alverno College’s overarching Human Research Protections Program. The researcher bears ultimate responsibility for ethically conducting the research. 
	Reviewer Support of Determination of Exemption 

Determination of Exemption CANNOT be made by the researcher alone.  Activities distinctly classified as research cannot begin prior to formal approval. The researcher’s completion of this “General Request for Exemption Determination” critically supports and documents his or her participation in a collaborative process that determines exemption of new research from Alverno IRB review. For most human research studies proposed by Alverno students, the Alverno College IRB delegates exemption review to one of the Alverno College’s Research Review Committees (RRCs). Each delegated RRC reviews research within its field of expertise and educational responsibility in the college (see below) and so further specifies procedures. Principal investigators affiliated with Alverno for whom a delegated RRC is inappropriate may seek an exemption determination from the Alverno IRB or from an Alverno IRB Certified Reviewer (contact the Alverno College IRB Chair for a list of certified reviewers paul.smith@alverno.edu). Principal investigators who are not members of the Alverno community or for whom an appropriate reviewer is not available must ask the acting Chair of the Alverno College IRB, paul.smith@alverno.edu, to assign a reviewer. Please indicate below who, besides the researcher, is reviewing this research in support of determining its exemption from Alverno College IRB review.



	Who besides the researcher is reviewing the request for exemption from IRB review?
(indicate one category of reviewer)
[  ] SCHOOL OF NURSING-RRC
[  ] SCHOOL OF EDUCATION-RRC
[  ] ALVERNO IRB MEMBER
[  ] OTHER ALVERNO CERTIFIED specify ___________________



Who Should Complete This General Request for Exemption Form?

A principal investigator (person leading research) seeking exemption from Alverno College IRB review of research involving human participants completes this form if any of the following apply:
· The principal investigator is an Alverno student seeking an exemption determination
· The principal investigator is not affiliated with Alverno and is seeking exemption determination
· The research does not meet criteria for streamlined educational research exemption determination.

Who Can Complete the Alternative Streamlined Educational Research Exemption?”
The  “Streamlined Alverno Educator Request for Educational Research Exemption” may only be used if all of 6 criteria are met, which briefly are: (a) The principal investigator is an Alverno educator, (b) all investigators are affiliated with Alverno College, (c) all collected data are from members of the Alverno College community, (d) no approval beyond Alverno is required, (e) it is educational research free of deception, (f) private information meets more particular criteria.
Preparation for Review
In addition to completing this form, the general exemption process requires a careful review of the research protocol and the ethical procedures used in conducting the research. The principal investigator using this form must also complete the Alverno IRB’s “Research Protocol” form, unless the review is completed by a delegated IRB Research Review Committee (RRC) with its own specialized format for research proposals. The following is supplied to the reviewer:

· The completed “Research Protocol” form or an RRC formatted research proposal with:

· 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 copy of all informed consent forms (see Appendix A for IRB guidelines)
· Letter(s) to other institution(s) asking for any needed permission(s) to conduct the research
· This form with the principal investigator’s initial judgments completed.

General Instructions for Completing This Form
Completing the form in the order that the questions are asked is the most efficient and effective way of correctly interpreting the exemption requirements. This applies at the level of the sections (Roman Numerals I through V), but becomes particularly critical when you answer questions within a category of exemption (see Roman Numeral IV).
When you come to Section IV, “Categories of Exemption,” you most often need only complete questions for the one exemption category that applies to your research. Again, by completing the questions in the order given within an exemption category, you significantly decrease your risk of making an incorrect judgment about the exemption requirements.

Bolded text on the form alerts you to required responses within each section and within each selected exemption category in Section IV.

In the deliberative ethical review, both the principal investigator and reviewer may suggest appropriates revisions to the investigator’s responses to the form and/or to the research itself. Suggested revisions to the research based on consideration of risks and benefits to participants should be distinguished from any other rationales for revision that might arise in conjunction with the exemption deliberation.
· In Section V both the principal investigator and the reviewer jointly attest to a determination of exemption from IRB review. 

Submission

If RRC: Submit three (3) copies of this completed form to RRC process. One copy is for the Research Review Committee records, one is for the faculty supervisor and one is for the principal investigator’s records. The RRC will also require the research proposal and related documents, which will include participant consent form(s) and data collection instruments.
If IRB Direct: Direct submissions to the IRB Administrator may be via email with all forms and documents attached. The submission must come from the principal investigator’s email account at his/her educational institution (.edu). Alternatively, a signed hardcopy submission may be to the IRB Administrator. The IRB Administrator supplies hard copies as needed for records or review. 

Alverno College Institutional Review Board

General Request for Exemption Determination
	Date of submission:  FILLIN   \* MERGEFORMAT 


	Proposal Title: 


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


	Name of Principal Investigator: 


	Co-investigator name(s) and affiliation(s): (if applicable) 


	What is the Principal Investigator’s affiliation with Alverno, if any: 
[  ] STUDENT
[  ] FACULTY
[  ] ACADEMIC STAFF

[  ] OTHER specify ________________________

[  ] NONE if none, indicate below institution of affiliation and contact information:



	

	
	YES
	NO

	Is the Principal Investigator a student, faculty member, or staff member at Alverno?
	
	

	If no, please complete address contact information:

	INSTITUTION



	ADDRESS



	CITY 


	STATE

	ZIP CODE



	PHONE NUMBER


	EMAIL ADDRESS


	

	
	YES
	NO

	Is this a revision of a previous submission?
	
	

	If yes, indicate prior submission date:
 

	

	
	YES
	NO

	Is this a Student Project? 
	
	

	If yes, (1)  indicate faculty-member who supervised completion of the proposal:_______________________
and (2) the type of project below: 

[  ] GRADUATE PRACTICE-BASED INQUIRY PROJECT

[  ] INDEPENDENT STUDY             [  ] OTHER COURSE specify__________________________
[  ] OTHER specify__________________________________

	I. Should I Use this Form?  Automatic Disqualifiers
Will your investigation include any of the following? 
	YES
	NO

	Vulnerable

Populations
	Prisoners
	
	

	
	Cognitively or emotionally impaired participants (and no legal surrogate consent)
	
	

	
	Participants whose limited English speaking ability impairs informed consent 
	
	

	
	Participating children who are connected to the research setting as patients 
	
	

	
	Pregnant women who are connected to the research setting as patients
	
	

	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; use of radiation
	
	

	
	Elevated or non-routine physical activity
	
	

	
	Collection of blood, secretions, or other bodily material
	
	

	
	Invasive medical procedures
	
	

	
	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 exemption, and you should instead complete the “New Study Application for IRB Review” 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?
	
	

	
	If yes, describe (a) these risks, (b) their likelihood, and (c) 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 exemption, and you should instead complete the “New Study Application for IRB Review” form available from at the Alverno IRB. If no, proceed with this form.

	
	YES
	NO

	3.
	Will participants themselves receive any direct benefits from participation in the research?
	
	

	4A
	If yes to question 3, describe how participants directly benefit and their awareness of these benefits before they participate:

	
	

	
	YES
	NO

	4B
	If yes to question 3, could participants’ desire to receive these benefits be reasonably expected to induce them to consent to participate despite what they would otherwise recognize as more than a minimal risk from participation? If yes, how:
	
	

	
	

	III. Consideration of Informed Consent and Vulnerability 
Will your investigation include any of the following? Answering “yes” generally implies further ethical considerations as part of the exemption process. 

	
	YES
	NO

	1.
	Do one or more participants or their guardians have English as a second language? 
	
	

	
	If yes, first (A) indicate what participants might not readily understand when reading the consent form, and then (B) indicate what strategies will be used before the consent form is signed to ensure each participant understands the consent form and can meaningfully evaluate the risks and benefits of participating in the research:

	
	

	
	YES
	NO

	2.
	Are any participants children (17 or younger) and not a college student?
	
	

	
	Note: if yes, parental informed consent is required for research to be exempt from IRB review.

	 
	YES
	NO

	3.
	Does the research include vulnerable populations?
	
	

	
	If yes, specify and address additional concerns that arise:

	
	

	
	YES
	NO

	4.
	Are any populations intentionally excluded from the research? 
	
	

	
	If yes, describe how is this justified in relation to purposes of the research and the risks and benefits to participants: 

	
	

	
	Note: if vulnerable populations are routinely excluded from research, they might thereby disproportionately fail to receive direct benefits from participation in research.

	
	YES
	NO

	5
	Is the research connected with an organization or institution? 
	
	

	
	If yes, list any other IRB, review committee, or institutional permission needed for this study and explain the status of each. 

	
	

	
	Note: Determination of exemption from Alverno IRB review may not be sufficient. Before you begin collection of human research data you must have also received any additional approval needed by Alvenro or another organization. Besides administrative approval, another institution’s IRB may require a review, even when the research is exempted from Alverno College’s IRB review.

	
	YES
	NO

	6.
	Is there any deception, concealment, or intentional withholding of information?
	
	

	
	If yes, specify and then address any potential concerns in relation to (1) informed consent and (2) privacy:

	
	

	
	Disclosure provides participants with information they need to make an informed decision about participation, but should not overwhelm with details nor unnecessarily bias the research results. As one example, it is routine for researchers to withhold from participants, while they are completing an inventory, how particular responses will be scored.


	IV. Categories of Exemption

Allowable exemption categories conform to federal regulation 45 CFR 46.101(b). Please answer the questions below that relate to the category of exemption most appropriate for your research. Generally exempt research should readily fit one exemption category. However, if your research includes distinct and different research activities that only fit different exemption categories, you must indicate the specific exemption category that each particular research activity fits. Research containing any non-exempt research activity is disqualified as a whole from exemption. In order for research to be exempt from IRB review, each distinct component of the research should readily fit one of the specific exemption categories. 


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

	
	YES
	NO

	1.
	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:

	
	

	2B.
	If yes, please also explain why you believe recruitment of participants and data collection will be in an established or commonly accepted educational setting. A school qualifies. If a setting is not in an organization wholly devoted to education, please describe the training department and its function in the organization:

	
	

	
	If yes to question 1 and supported by description in 2A and 2B, the research is eligible for exemption under Category 1.


	Categories 2 and 3:  SPECIFIC PROCEDURES [(45 CFR 46.101 (b) (2 and 3)]

	1A.
	First, which of the following research activities does your research involve? Indicate all that apply. 
	YES
	NO

	
	Educational tests (cognitive, diagnostic, aptitude, achievement)
	
	

	
	Survey procedures
	
	

	
	Interview procedures
	
	

	
	Observation of public behavior 
	
	

	
	If “no” to all of the above, there is no need to further consider this particular set of “2 and 3” exemption categories.

	
	YES
	NO

	1B.
	Second, will your research involve participants who are children (age 17 or younger)?  If yes, survey and interview research is not eligible for exemption using  category 2. Educational tests may be exempt. The only other circumstance where category 2 or 3 exemption may apply to participants who are children is when the research involves observation of public behavior and the investigator(s) does not participate in the activities being observed.
	
	

	
	YES
	NO

	2A. 
	Next, will information obtained be recorded in such a manner that participants CAN be identified directly or through identifiers linked to the participants? The Alverno IRB de-identification standard is strict (see Appendix B) and conforms to the HIPAA Privacy Rule standard for de-identification—45 CFR 164.514(b). 
	
	

	
	If no, which means the participant cannot be identified, then the de-identification standard is met, and the research is eligible for exemption under Category 2, with the critical provision that the observations themselves are pursued in an ethical manner.

	
	YES
	NO

	2B.
	Even if yes to 2A, which means the de-identification standard is not met,there may still be another version of this exemption to consider: 
Would disclosure of the participants’ responses outside the research be damaging to their financial standing, employability, or reputation or would it place them at risk of criminal or civil liability? Note: the Alverno College IRB assumes that disclosure of health information could reasonably place participants at risk.
	
	

	
	

	
	If no to 2B, which means no such risk from disclosure exists, the research is eligible for exemption under Category 2. However,  please describe any potentially sensitive information collected on the participants:

	
	

	
	If yes, which means both that such risk to participants from disclosure exists and that the research procedures also fail to meet the de-identification standard noted above, then the research does not meet the Category 2 exemption, but may be eligible under Category 3 below.

	
	YES
	NO

	3
	Are all subjects of the research either elected or appointed public officials or else candidates for public office? If no, does not fit Category 3.
	
	

	
	If yes, surveys, interviews, educational tests, and observations of public behavior are eligible for exemption under Category 3. Public officials are afforded less protection under this category.


	Category 4:  ARCHIVAL DATA AND SPECIMENS [(45 CFR 46.101 (b)(4)]
If Category 4 is used as a case for exemption, all research activities must fit this category for the research to be exempt. 

	
	YES
	NO

	1.
	Does this research solely involve the use of data, documents, records, pathological specimens, or diagnostic specimens that are currently existing (not being prospectively collected)?
	
	

	
	If no, this particular category of exemption cannot be met.

	
	YES
	NO

	2.
	Are these documents or specimens publicly available?
	
	

	
	If no, the strict and specific privacy requirements noted below must be met.

	
	YES
	NO

	3. 
	Will information be recorded in such a manner that participants CAN be identified directly or through identifiers linked to the participants?
	
	

	
	If no, research is eligible for Category 4 exemption, but please describe below why participants cannot be identified from what would be recorded for the research. 

Note: The Alverno IRB de-identification standard is strict (see Appendix B) and conforms to the HIPAA Privacy Rule standard for de-identification.

	
	


	Category 5:  FEDERAL PROGRAMS RESEARCH [(45 CFR 46.101 (b)(5)]
Note: this category is infrequently used in Alverno affiliated research, so is not listed..


	Category 6:  CONSUMER TASTE & FOOD QUALITY [(45 CFR 46.101 (b)(6)]
Note: this category is infrequently used in Alverno affiliated research, so not listed.


	V. Jointly Attesting to Exemption

This section documents that the principal 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. In order for research to be exempt from IRB review, each distinct component of the research should readily fit one of the specific exemption categories. If research is not exempt, the investigator completes the “New Study Application for IRB Review” form and reviewer does NOT sign below.


	1.A.
	*I attest, as principal investigator, that I have to the best of my knowledge and ability completed this form, and that I understand my continuing responsibility for the safe and ethical conduct of this research, including provision of informed consent as appropriate.  I will immediately notify the Alverno IRB 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) intense mental distress regarding subject matter or procedures, (b) physical injury, and (c) unexpected allergic/physical reactions. Likewise, 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 and/or affect determination of exemption without resubmitting this request for exemption (noting changes and accompanying implications for participant risks), and the reviewer (or my faculty supervisor) jointly attesting again to exemption.

	To be completed by principal investigator
	

	
	*I further attest that all components of this research meet exemption category requirements as follows: 

	
	[  ] All components of research meet the Exemption Category ______ from section IV above.

	
	−Or−

	
	[  ] Each component of the research meets one particular Exemption Category as follows:

	
	Exemption Category:
	
	
	Research Component:
	

	
	
	
	
	
	

	
	Exemption Category:
	
	
	Research Component:
	

	
	
	
	
	
	

	
	Exemption Category
	
	
	Research Component:
	

	
	[  ] *And, I understand that if any other organization requires its permission for me to collect data in this study (as listed in Section III, question 5), I cannot begin collection of any human research data until I have received from the other organization(s) any needed approval.


	
	
	

	Principal Investigator signature
	
	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 forms—that all components of this study meet IRB review exemption requirements as described above.

	To be completed 

by reviewer
	

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

	
	
	
	 
	
	

	
	Reviewer signature (required)
	
	Print name
	
	Date

	
	
	
	
	
	

	
	Second reviewer (if applicable)
	
	Print name
	
	Date


See bottom of first page for final submission and distribution instructions.
Appendix A: Required Elements of Informed Consent
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 ten elements of consent are widely recognized and, except under certain specific conditions, must be included in all consent processes and forms:
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 relate to everyday life.
4. A description of any likely benefits to the participant or to others.
5. A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the participant.
6. A statement describing the extent, if any, to which the confidentiality of the records identifying the participant will be maintained..
7. An explanation of whom to contact for answers to questions about the research. When an Alverno student is the principal investigator, the name of a supervising faculty member is required.

8. A statement of a third party to contact for concerns about the participant’s privacy and rights, which generally is the Alverno IRB Chair (Paul Smith, 382- 6363, paul.smith@alverno.edu), but for Alverno students may be a supervising faculty member.
9. For research involving more than minimal risk, a statement describing any compensation for injuries and contact information.  Not applicable to exempt research.
10.  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 the participant is a patient or client receiving medical, psychological, counseling, or other treatment services, there should be a statement that withdrawal from the study will not jeopardize or otherwise affect any treatment or services the participant is currently receiving or may receive in the future. 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.

Appendix B: Alverno IRB De-Identification Standard for Information
Protecting the privacy of research participants is a general concern in the vast majority of research projects. Privacy refers to an individual’s control over the extent, timing, and circumstances of sharing of his or herself. The level of measures needed to ensure the participant’s right to privacy depends on the nature of the particular research, its setting, and the research participants. For especially sensitive data it may be most appropriate for the researcher to ensure anonymity, where no one—including the researcher—is ever able to link the participant with his or her responses. In other instances, researchers have a general obligation to reduce the risks of unintended disclosure of collected information about individual research participants. This confidentiality obligation extends to the design of the study itself.  The present standard for de-identification of a data set may assist in thinking about how to protect privacy even when this standard is not required or fully required. In this regard, the researcher should consider the following de-identification question when collecting and handling sensitive data.

Does the information I am accessing, recording, and/or disclosing contain identifiers? Simple access to information may be without concern, for example when the researcher is an employee who routinely handles the records in carrying out his or her position. But, the presence of identifiers in any recorded (or disclosed by researcher) information means this information does not meet the Alverno IRB standard for a de-identified data set, which might affect eligibility for a Category 2 exemption or access to protected health information.  The Alverno IRB de-identification standard includes all 18 direct identifiers specified in the HIPAA Privacy Rule—45 CFR 164.514(b). Below are listed, in condensed format, specific direct and indirect identifiers related to de-identification of a data set.
Identifiers: Direct; Indirect

One way to distinguish between truly de-identified information recorded in a data set from information in a data set that is being kept confidential by other means is to determine if the data set contains direct or indirect identifiers. Information in a data set with either direct or indirect identifiers is not de-identified.  

Direct Identifiers include:
· Names

· Addresses

· Telephone and fax numbers

· Email addresses, IP addresses, and URLs

· Social Security numbers

· Medical record numbers

· Account numbers, such as those associated with bank accounts or health plans

· License or certificate numbers, including driver's license numbers

· License plate numbers and other vehicle identifiers

· Fingerprints, voiceprints, or full-face photographic images

· Other unique characteristics or identification numbers (example student ID numbers)

Indirect Identifiers can be combined with publicly available information to identify individuals. The determination of indirect identifiers depends on the nature of the research participants. For example, in a study of residents of the state of Wisconsin, the information that someone graduated from one of the UW system schools probably would not be a unique identifier. However, in a study of small business leaders in Ithaca, New York, the same information might well apply to only one individual. In general, if any single variable in a data set applies to fewer than five participants, it is considered a potential indirect identifier. Examples of indirect identifiers include:
· Detailed geographical information, such as state, county, or census tract of residence

· Organizations to which participants belong

· Educational institutions from which participants graduated

· Exact occupations or offices or posts held
· Places where participants grew up

· Many dates, including birth dates, hospital admission dates, high school or college graduation dates, etc.

· Detailed income information

http://depts.alverno.edu/irb/forms/generalRequestforExemption.doc

