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General Instructions
Normandale policies and federal regulations require that each project involving research with human participants be reviewed to consider whether:

· Risks to participants are minimized,
· Risks to participants are reasonable in relation to anticipated benefits,
· Informed consent is sought from each prospective participant or legally authorized representative, 
· Adequate preparation is taken to protect the anonymity and confidentiality of participants, 
· Participants are debriefed on their involvement, and
· Adequate safeguards are included if participants are in some way vulnerable.

It is important to note that the term “research” here refers to systematic data collection done with the intent to generalize the findings to a wide audience. Given this, several types of activities are not intended to fall under IRB review. These include:

· Non-intrusive observation of individuals in public settings, 
· Data gathering from class members solely for classroom purposes, and 
· Needs assessment or evaluation data intended to remain within the Normandale community (e.g., data obtained from classroom assessment, institutional effectiveness data, or institutional self-study data) 

To have your research reviewed, complete each of the tasks discussed in the checklist for submitting a complete application. Send your complete application materials, or any questions or concerns to IRB@normandale.edu.

Please allow 4-6 weeks for review. No research may be initiated prior to formal written approval from the IRB. 


[bookmark: _Hlk77601878]Tips for Completing the Application
General Tips.
1. The IRB application must be complete and on the correct form. Any approval letters, questionnaires, interview guides, data gathering instruments, etc., must be submitted with the application. IRB approval will not be granted without these.
2. The application must be submitted well in advance of any anticipated deadlines or before commencing the investigation – allow up to six weeks for a decision.
3. It is expected that the application be reviewed and proofread by the researcher before it is submitted so that typos and other errors are corrected. The application is expected to be a finished product; questionnaire interview guides and other data gathering instruments are to 	be in final form and substantive changes may not be made after IRB approval. 
4. The person who will be recruiting potential participants for a study generally should not be in a position of power or control over them. Instructors wanting to recruit participants from their courses must provide a rationale for why this is necessary. Additionally, they should discuss how social pressure to participate will be minimized and alternative projects for those who decline. The actual script of what will be said by the recruiter must be written verbatim in the IRB application. 
5. Potential risks and benefits must be clearly delineated and separately listed in the IRB application and as part of informed consent. 
6. Sensitive (or other) demographic data may pose special risks as an identifier of participants when there is a small number (fewer than 10) and when there is other potential use of data. Collecting these data should be justified by the research question. It is prudent to exercise caution with few participants in collecting and reporting such data.
7. If agency access is required to conduct a study, the letter allowing such access must be signed by the person with administrative authority to do so, and the letter must include the title of that person (e.g., CEO, agency director, school principal, college president or designee, etc.). Such permission must be obtained prior to recruitment of participants.
8. The potential participants must be informed as to why and how they were selected and for the purposes of the research. If an exception to this is requested it must be justifiable and must not pose undue risk. Approval is rarely granted for such departure from this standard.
9. When there are fewer than ten participants (e.g., staff members of a small agency or business, all those supervised by an individual, etc.), this must be justified by the research question and they must be informed of their possibly being recognized. 
10. E-mail is not confidential! The use of e-mail to conduct interviews is strongly discouraged. If e-mail is used it must be justified by the research question and potential participants must be warned prior to consenting to participate that their interviews will not be confidential. 
11. Separate consent must be obtained for 1) participation in the research; 2) audio taping or videotaping; and 3) the use of direct quotations in writing the results.
12. Potential participants must be informed that they are free to withdraw from the study at any time without negative consequences and that they may skip/not answer questions. If the latter interferes with the validity and/or reliability of the data collection instrument and all are required, participants must be informed of this prior to consenting to participate. They must still be allowed to withdraw at any time without negative consequences. 
13. When potential participants are minors or vulnerable adults, parents or guardians must give written consent for participation, and participants should give assent (agreement). Anyone with authority over the potential participants must not serve as recruiter for participation. 
NOTE: If you are proposing research with Normandale students, generally these students are considered eligible students under FERPA and can consent to research regardless of their age if the research is related to their role as a student or is not of a sensitive nature. Please see the IRB’s Eligible Students policy for more information.
14. When giving contact information for questions and concerns, do not use home addresses or telephone numbers of the individuals named. This is a safety issue for the researcher. If there is no phone available other than one's home number, please contact the IRB chair after receiving IRB approval, and alternative arrangements can be made for a temporary campus phone number. 
15. A specific referral for follow-up counseling is required if the research topic has any potential for causing distress or unpleasant feelings (e.g., abuse, violence, death, sexual assault, any emotional or personal experience, etc.). Such follow-up may not be provided by the researcher.  
Tips for Completing the Consent Form
1. Keep in mind that informed consent is an ongoing educational process between the 
	researcher and research participant, not just a form or discrete moment in time.
2. Write in the second person. For example, “you are being invited to participate in a research project.” Avoid language like “you have been told. . .” or “you understand.” Numerous language and coercion problems result when using these phrases.
3. Use declarative sentences suited for an eighth-grade reading level.
4. Avoid strike-out formats such as “you/your” since they depersonalize the form and often make it difficult to read.
5. Keep the description of the study as brief as possible, even if the study is complex. 	Details can be placed in an appendix if needed.
6. Use paragraph headings and illustrations.
7. Describe quantities in lay terms or equivalents (for example, teaspoons).
8. Replace technical language with lay terms. For example, you might replace “new” or 	“sudden” for the term “acute.” As another example, you might explain that “neither 	the researcher or participant knows about the hypotheses of the study” instead of 	referring to a “double-blind” experiment.
9. Typeface should be a comfortable, readable size; avoid small print. Try to keep the form to one page. Consent forms longer than one page must have a summary statement at the beginning of each page describing key activities, risks and benefits.
10. Ask a neighbor or a friend who is unfamiliar with the field to read the final draft for 
	feedback.
11. If minors or vulnerable adults are participating, the consent form must include a line for parents or guardians to indicate their consent and you should include a description of how you will obtain assent from the minor or vulnerable adult as well as consent from the parent or guardian.
NOTE: If you are proposing research with Normandale students, generally these students are considered eligible students under FERPA and can consent to research regardless of their age if the research is related to their role as a student or is not of a sensitive nature. Please see the IRB’s Eligible Students policy for more information.


Checklist for complete application submission

1. ☐	All questions on the application have been completed in a thorough fashion. 

2. ☐	All supporting documents have been attached. This includes consent forms (see 	Appendix A and Appendix B), survey instruments, interview questions,	solicitation letters, flyers, advertisements, etc. Supporting documents must be 
in the final form as you intend to use them. Your application will be returned if these documents are in outline or first draft form.

3. ☐	If individuals under the age of 18 are participating and are not considered “eligible students” under FERPA, a consent form adapted for 
	parents (Appendix B) is provided. This must include a line for parents to indicate their consent. 

4. ☐	If a student is conducting the research, the supplementary form for student researchers has been included (see Appendix C).

5. ☐	If this study requires approval of another Committee or cooperating agency, 
documentation of approval or notice of application has been attached.

Please note the Normandale IRB will accept a complete, approved application from another IRB as an application for Normandale IRB’s approval if the other IRB is compliant with federal guidelines. Submission of another IRB-approved application does not guarantee Normandale IRB approval. 

6. ☐	Appropriate signatures, including your Dean’s or direct supervisor’s, have been provided.

7. ☐	A complete electronic application is submitted to IRB@normandale.edu.

	If you would like to request a blind review, a second complete copy of the application with all identifying information should be submitted. (The original copy should contain all names for the IRB file).



Application Form
General Information for all applications

1. Project Title (use same title as any grant title/external application, if applicable):

2. Principal Investigator (student researchers should submit the supplementary form provided in Appendix C; in this case, the supervising faculty member should provide their contact information here and is responsible for all information in this application): 

a. Name: 

b. Department: 

c. Mailing address: 

d. Phone number: 

e. E-mail address: 

Research team members (if there will be more than 1 person working on this research, provide the names and departments of all other members):

3. Inclusive Dates of Project (Studies can be approved for a maximum of 12 months. If your project will be longer than 12 months, you will be asked to submit a continuation request towards the end of the approval period.) Please remember that you may NOT begin data collection without NCC IRB approval:

Start date: Click or tap to enter a date.	End date: Click or tap to enter a date.

4. 	Institutional Oversight and/or Collaboration:

a. Is this research subject to review by internal committee(s) at Normandale or require approval or collaboration from entities such as The Office for Research and Planning?

Yes ☐	No☐

b. Is this research being conducted at another location or with a cooperating organization (for example, schools, clinics, community agencies, etc.)?

Yes ☐	No☐

c. If you answered “yes” to either 4a or 4b, please provide more details (as well as attach written documentation of approval from the relevant committee and/or organization):

5. Conflict of Interest Disclosure
Do you, any family members, or other faculty or staff involved in this research have a financial interest in this research activity? 

Yes ☐	No☐

If yes, explain the nature of the relationship and the conflict:

6. Are you working with a researcher from an institution with their own IRB? 

Yes ☐	No☐
	
If yes, please provide the name and contact information for the researcher, along with the name of their institution and the contact information for that institution’s IRB:

Exempt Determination Screener

Exempt Protocol information:
Federal Guidelines allow some studies to be “exempt” from continuing review by the IRB. The IRB must review your study and be assured it has no or very minimal risk. Research that meets the criteria for exempt status does not absolve the investigator(s) of the activity from ensuring that the welfare of subjects in the activity is protected and that methods used and information provided to gain subject consent are appropriate to the activity.

Research may be exempt from review when human participants conform to one of the categories below from section 46.101(b) of 45 CFR 46 in the U.S. Department of Health and Human Services (HHS) regulations. Please review the categories carefully and determine if your research falls within them.

Exemption categories do NOT apply if (a) deception of subjects may be an element of the research; (b) subjects are minors or vulnerable adults; (c) the subjects may encounter more risk than they may experience in daily life; (d) identifying information is collected; or (e) any vulnerable populations (e.g. prisoners) are subjects of the activity. 

Exempt Protocol Screener:
0a. Does your study involve using deception with the research participants?

Yes ☐	No☐

0bi. Does your study primarily target minors?

Yes ☐	No☐

0bii. Will any of your potential participants be under the age of 18 and NOT meet criteria to be considered an “eligible student” under FERPA (see the IRB’s Eligible Students policy for more information)?

Yes ☐	No☐

0c. Will people in your study be exposed to more risk than reasonably expected in daily life? 

Yes ☐	No☐

0d. Are you collecting identifying information (e.g. names, identification numbers, date of birth) from your participants?

Yes ☐	No☐

0e. Does your study focus on collecting information from a vulnerable population? These might include pregnant women, people with physical disabilities, mental disabilities or cognitive impairments, people who are economically or socially disadvantaged, people who are very sick or terminally ill, people from racial or ethnic minority groups, and institutionalized persons (for example, persons in correctional facilities, nursing homes or mental health facilities).
Yes ☐	No☐
 If you answered “Yes” to any of the above questions your study does not qualify for exempt status. Please skip to the “Full Protocol” part of the application.
Exempt Categories Screener:

1. Is your research conducted in established or commonly accepted educational settings involving normal educational practices? Does it specifically involve practices that are not likely to adversely impact students' opportunity to learn required educational content or the assessment of educators who provide instruction? (This includes most research on regular and special education instructional strategies, and research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.)

Yes ☐	No☐

2. Does your research involve the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior (including audio or visual recording) and the information you gather can’t be linked easily to the research participants’ identities?

Yes ☐	No☐

3. Does your research involve benign behavioral interventions (a benign behavioral intervention is one that is brief, harmless, painless, not physically invasive, not likely to have significant adverse lasting impact, and will not be found offensive or embarrassing by the participant. Examples might be playing an online game or solving puzzles under varying environmental conditions.)? Will the research participant prospectively agree to the intervention and information collection (information may include verbal or written responses and audio/visual recording)? Is the information obtained by the researcher recorded in such a way that it can’t be linked easily to the research participants’ identities and any disclosure of the participants’ responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, educational advancement, or reputation? 

Yes ☐	No☐

4. Does your research involve the collection or study of existing data, documents, records, or biospecimens that are publicly available or that will be recorded in such a way that the information can’t be linked easily to the research participants’ identities?

Yes ☐	No☐

5. Is your research project conducted or supported by a Federal department or agency, or otherwise subject to the approval of department or agency heads and designed to study, evaluate, improve, or otherwise examine public benefit or service programs, including procedures for obtaining benefits or services under those programs, possible changes in or alternatives to those programs or procedures, or possible changes in methods or levels of payment for benefits or services under those programs?

Yes ☐	No☐

6. Does your research involve taste or food quality evaluation and consumer acceptance studies where wholesome foods without additives are consumed, or a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture?

Yes ☐	No☐

If you checked “yes” on any of the previous 6 questions, continue with the questions below. 
If you did not check yes, your study does not qualify for exempt status. Please skip to the “Full Protocol” part of the application.

Exempt Protocol Research Application
Research Abstract
1. Give a brief description of your research study. Make sure you include (1) the rationale for the study, (2) the location of the project, (3) the procedures used to recruit participants (4) the procedures used for data collection, (5) exactly what data will be collected, who will have access to the data, and how the data will be kept confidential or anonymous (5) who your participants will be and any incentives they will be given for participation, (6) how participants will give informed consent for participation and (6) qualifications of the researcher(s) to run the study.

Specifically address the following questions, even if described in your abstract above:

Confidentiality and Privacy
2. How are participant data, records, or specimens identified when received or collected by researchers? Identifiers include, but are not limited to, name, date of birth, email address, street address, phone number, audio or video recordings, and SSN or Student Identification numbers/Star ID.
No identifiers are collected or received Yes ☐ No☐

Direct identifiers used Yes ☐	No☐

Indirect identifiers (e.g. a code or pseudonym used to track participants) used 
Yes ☐	No☐
If yes: Do the researcher(s) have access to the key that links participants to the indirect identifiers?  Yes ☐ No☐

3. Select all methods used to safeguard research records during storage:

Written consent, assent, or parental permission forms are stored separately from the data Yes ☐	No☐

Data is collected or given to research team without identifiers Yes ☐ No☐

Data is recorded by research team without identifiers Yes ☐ No☐

Direct identifiers are removed from collected data as soon as possible Yes ☐ No☐

Direct identifiers are deleted and no identity key exists as soon as possible Yes ☐	No☐

Participant codes or pseudonyms are used on all data and the existing identity key is stored separately from the data Yes ☐ No☐

Electronic data is stored in a secure, NCC-approved location 
Yes ☐	No☐
	If yes, where stored:

Hard-copy data is stored in a secure location on NCC campus 
Yes ☐	No☐
 If yes, where stored:

Other (please specify):

Participant consent process:
4. Indicate all that apply for the consent process.
Written informed consent Yes ☐ No☐

Waiver of Documentation (signature) of Informed Consent Yes ☐	No☐
	If yes: Online consent ☐ Oral Consent ☐ Unsigned Information Sheet ☐
	If yes: Explain why a waiver of documentation is necessary or preferred:

Waiver of Informed Consent Yes ☐	No☐
	If yes: Explain why a waiver of informed consent is necessary:

5. List all people who will obtain consent from participants and any training/instructions they will be given:

6. Will participants receive a copy of the informed consent document for their records? 
Yes ☐	No☐
If no, explain:

7.  Indicate factors that may interfere or influence the collection of voluntary informed consent:
	☐ No known factors
☐ Research will involve students enrolled in a course or program taught by a member of the research team 
☐Research will involve employees supervisor(s) is/are recruiting participants 
☐Participants have a close relationship to the research team
☐Other (specify any relationship that exists between the research team and participants):

Attachments
8. Attach the following:
a. final copies of all recruitment materials
b. final copies of all testing instruments, surveys, interview guides, etc. that will be used in this research
c. final copies of the informed consent document participants will sign or the informed consent handout/script if not obtaining written documentation of informed consent. 

Signatures
9. Principal Investigator:
I certify that the information provided in this application, and in all attachments, is complete and correct.

I understand that I have ultimate responsibility for the protection of the rights and welfare of human subjects, the conduct of this study, and the ethical performance of this project.

I agree to comply with all NCC policies and procedures, the terms of its Federal Wide Assurance, and all applicable federal, state, and local laws regarding the protection of human subjects in research.

I further certify that the proposed research has not yet been done, is not currently underway, and will not begin until IRB approval has been obtained.

[bookmark: _Hlk77609844]Sign and enter date below:


Date signed: Click or tap to enter a date.

10. Supervisor:
I have reviewed and support this application.

Sign and enter date below:
 

Date signed: Click or tap to enter a date.

Review process:
Submit a copy of your completed application and the necessary attachments to IRB@normandale.edu. If needed, the IRB Chair will contact you for more information or with direction to complete the full application below.

Full Protocol Research Application
A. Description of Proposed Research
Please use lay language (no jargon) to answer the following questions.

1. Briefly describe (a) the project or study and (b) what human participants will experience during the proposed study or project. Describe your rationale and hypotheses for the proposed research and include enough background information to understand them. Describe all strategies or experimental methods to be used, design and program activities. Indicate what data, measures, or observations will be collected and used in the study or for the project. If any questionnaires, tests, or other instruments are to be used, include a brief description and attach one copy of each instruments.

2. Describe the methods you propose to use in this research (including the frequency and duration of procedures, tests, and experiments). As a part of this, clearly describe the tasks participants will be asked to perform, including how much time will be required of each participant. Make sure to attach all surveys, instruments, interview questions, focus group questions, etc. that you intend to use. These must be in final form; as you intend to use them.

[image: ]


3. In addition to the above descriptions, check off the research activities below that will apply to your participants for this research:
IRB Application packet v2.0 Effective date: 8/1/2021
Page 2
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☐Analyze data previously recorded
☐Contact by mail, email, or telephone
☐In person interview 
☐Internet survey
[bookmark: _GoBack]☐Medical Record Review 
☐Photographs 
☐Test or record physiological measures
☐Observe or record spontaneous behavior
☐Manipulate participants  
☐Collecting tissues or fluids  
☐Questionnaires/survey 
☐Audiotapes/Videotapes/Recordings 
☐Incentives 
☐Using control group and study group 
☐Transcription Services (interview, focus group)
☐Other, explain:


B. Participant Population

1. Describe who the project participants will be using characteristics like gender, age range, ethnic background, health status, and educational level as they are applicable to the research. Include justification of using any vulnerable populations in your study or targeting any specific groups of people.

2. If your research will involve vulnerable populations (e.g. children, pregnant women, people with physical disabilities, mental disabilities or cognitive impairments people who are economically or socially disadvantaged, people who are very sick or terminally ill, people from racial or ethnic minority groups, and institutionalized persons) describe additional safeguards planned to protect the rights and welfare of this population(s).

3. Describe any criteria that you have for participants to be excluded from the study. 

4. Will you be recruiting students from a class you teach or employees who report to you? 
Yes ☐	No☐
 If yes, explain why this is necessary to the study and how you will ensure participants do not feel coerced to participate. Coercion is a significant concern. 

5. Describe the location(s) from which you will be recruiting participants.
 
6. How many participants do you anticipate are needed for this research?

C. Recruitment of Participants

1. Describe how participants will be identified, solicited, contacted and/or recruited. As a part of this, describe any incentives that will be used to motivate participation and how you will handle those who decline to participate. If you are directly emailing or mailing participants, specify how emails or mailing addresses will be obtained. Attach a copy of all recruitment materials to be used (such as advertisements, bulletin board notices, e-mails, letters, scripts, and URLs).

2. Describe who will approach potential participants to take part in the proposed research and their positions (for example, principal investigator, student research assistant, instructor in the course). Include any training or instructions that will be given to people approaching potential participants.

3. Voluntary Participation: Specify the steps that will be taken to ensure that each individual’s participation is voluntary. If any inducements will be offered, justify that they do not place undue influence on the individual to participate. 

D. Informed Consent Process

1. In relation to the actual data gathering, when, how, and where will consent be discussed and obtained? Be specific. How will this process be modified if you are involving minors or vulnerable adults to obtain the consent of parents/guardians?

2. Who will be securing informed consent?  Name all of the individuals and their positions (for example, primary investigator, student research assistant, instructor in the course). Include any training or instructions that will be given to people securing informed consent.

3. Describe what specifically will be said to potential participants to explain the research and what specific questions will be asked to assess participants’ understanding of the risks and benefits of participation?

4. If participants are not able to give legal consent (e.g. minors) explain how assent will be secured. 

Attach a copy of all consent forms used in the study, including forms to be signed by the participants and/or statements to be provided to them verbally or in written form.

5. Are you requesting an alteration or waiver to any informed consent requirements, including documentation of informed consent (signed consent form)? 
Yes ☐	No☐
 	If yes, complete the section below. If no, skip to Section E.

Indicate the type of waiver you are requesting:

☐ I am requesting to waive the required documentation of informed consent (i.e. waive obtaining the signature for an anonymous internet-based survey, mailed survey, etc.) COMPLETE SECTION A.

☐ I am requesting to waive or alter the required elements of the informed consent process COMPLETE SECTION B.

SECTION A: Check either condition 1 or condition 2, then justify how your research meets that condition. Remember you must still submit a verbal script or cover letter for participants.

☐ Condition 1: The only record linking the participant and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality. Each participant will be asked whether they participant wants documentation linking the participant with the research and their wishes will govern if they sign an informed consent document or not.

Justify why your study meets this condition:

☐ Condition 2: The research presents no more than minimal risk to the participant and involves no procedures for which written consent is normally required outside the research context (i.e. no questions are being asked that could result in potential embarrassment, personally or professionally.

Justify why your study meets this condition:

SECTION B: Check one of the two options below:

☐ 1. I am requesting to waive the informed consent process.

☐ 2. I am requesting alteration of the informed consent process.
If you selected #2, describe which elements of consent will be altered/omitted:

You must justify your request to waive or alter the informed consent process in accordance with each of the following four criteria established under 45 CFR 46.116 (d) (1-4). 

Provide supporting information for all four criteria:
1. The research involves no more than minimal risk to the participants.
Justify:

2. The waiver or alternation will not adversely affect the rights and welfare of the participants.
Justify:

3. The research could not practically be carried out without the waiver or alteration.
Justify:

4. Whenever appropriate, the participants will be provided with additional pertinent information after participation.
Justify: 
E. Privacy of Participants
Privacy refers to persons; it is the control over the extent, timing and circumstances of sharing oneself (physically, behaviorally or intellectually) with others (e.g. surveys are completed in the privacy of their home, interviews will be done in a location of their choosing where it is unlikely they will be overheard).

1. Describe the methods to be used to safeguard the privacy of your participants during the data collection procedures.
 
F. Confidentiality of Data

Confidentiality refers to how data is handled after collection. It is the treatment of information already revealed and states there is an expectation that it will not be divulged to others in ways that are inconsistent with the understanding of the original disclosure without permission (e.g., data is secured on a password-protected computer or locked file cabinet, data is de-identified or coded, only researchers have access to the data).

1. Provide details on how you plan to ensure the confidentiality of data obtained, including plans for publication, disposition and destruction of data. Describe where, how long, and in what format you intend to keep the data (such as paper, digital or electronic media, video, audio, etc.) along with what security provisions will be taken to protect this data (for example, password protection, encryption, etc.). Your plan should include steps to protect data that is stolen or lost.

2. Will participants be identified from records of some kind made before your data collection? (Identifiers include, but are not limited to, name, date of birth, email address, street address, phone number, audio or video recordings, and SSN or Student Identification numbers/Star ID).
Yes ☐	No☐
 
If “yes,” are records “private” medical or student records or public records?
☐ Private☐ Public

If you answered “private” above:
	How will you obtain these records?

	Who will have access to these records? 

Do these records contain direct identifiers (names, social security numbers, addresses, telephone numbers, etc.)? 

Are there ways to get this data without direct identifiers? If so, how can you obtain de-identified records? If not, what specific identifiers will be collected and why are they necessary? If not, is there a way to limit the access to identified data? How?

If you answered “public” above:

Is this data currently de-identified? 
Yes ☐	No☐

 If no, will you take steps to de-identify the data? 
 Yes ☐  No☐
 
If yes, how it will be de-identified?
If no, indicate the type of identifying information to be collected and describe how this information will be protected and kept confidential:

3. Will participants be able to be identified from the records you make during your study’s data collection and/or analysis? 
Yes ☐	No☐
 
If yes, what identifying information will be collected? Be specific. (Identifiers include, but are not limited to, name, date of birth, email address, street address, phone number, audio or video recordings, and SSN or Student Identification numbers/Star ID).

If yes, is there a way to collect data for your study without collecting these identifiers (for example, using codes to link individual participant’s answers over measures, or numbers instead of names)? 
Yes ☐	No☐
 If your answer is no, please justify your reasoning:

4. If you must collect direct identifiers from records and/or record direct identifiers during your study, will you retain these identifiers after the data collection is complete?
Yes ☐	No☐

 If yes, justify why you cannot de-identify your data set: 
If no, explain how you will de-identify your data set and who, if anyone, will retain the link between the coded dataset and direct identifiers:

Specifically address the following questions, even if described in your answer above.

5. How are participant data, records, or specimens identified when received or collected by researchers?
☐No identifiers are collected or received 
☐Direct identifiers used
☐Indirect identifiers (e.g. a code or pseudonym used to track participants) used 
If checked: Do the researcher(s) have access to the key that links participants to the indirect identifiers?  Yes ☐	No☐

6. Select all methods used to safeguard research records during storage:

☐Written consent, assent, or parental permission forms are stored separately from the data 
☐Data is collected or given to research team without identifiers 
☐Data is recorded by research team without identifiers 
☐Direct identifiers are removed from collected data as soon as possible 
☐Direct identifiers are deleted and no identity key exists as soon as possible 
☐Participant codes or pseudonyms are used on all data and the existing identity key is stored separately from the data 
☐Electronic data is stored in a secure, NCC-approved location 
	If checked, specify where stored:
☐Hard-copy data is stored in a secure location on NCC campus
If checked, specify where stored: 
☐Other (please specify): 

G. Risks and Benefits

1. Describe any potential risks to participating individuals- physical, psychological, social, legal or other. Include all known and anticipated risks to the participants.

2. What is your assessment of the level of risk in this study?  Federal guidelines state that risk "is minimal where the probability and magnitude of harm or discomfort anticipated in the proposed 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." 

☐ No more than minimal risk
☐ Minor increase (i.e. no significant threat to the person’s health or well-being) over minimal risk
☐ Greater than minimal risk

If greater than minimal risk, is there:
☐Potential for direct benefit to participant
☐ No potential for direct benefit to participant

If greater than minimal risk, are there alternative methods to acquire the information that could avoid the risks? 
Yes ☐	No☐
 Explain:

3. Does this research specifically involve any of the following possible risks or harms to participants (check all that apply)?
☐ Use of deception
☐ Use of private records (agency, educational, or medical)
☐ Manipulation of psychological or social variables such as sensory deprivation, social isolation, or psychological stress
☐ Any probing for personal or sensitive information in surveys or interviews
☐ Presentation of materials that participants might consider sensitive, offensive, threatening, or degrading
☐ Possible invasion of privacy for participants or their families
☐ Social or economic risk
☐ Physically intrusive procedures
☐ Other, please specify:

Describe the nature and the extent of the risk or harm checked above. Make sure these are disclosed in the attached consent form too.

4. Explain what steps will be taken to minimize risks or harms and to protect participants’ welfare. If your research includes substantial risk to human participants, list emergency backup procedures that are in place such as medical or counseling interventions.

5. Describe how participation in this research may benefit participants directly (for example, course credit of some kind) or indirectly (for example, contribution to knowledge in the field, improved self-knowledge). 

6. Describe how this research may benefit society and how these benefits weigh against the risks for the participants.

H. Attachments
Attach the following to your application:
a. final copies of all recruitment materials
b. final copies of all testing instruments, surveys, interview guides, etc. that will be used in this research
c. final copies of the informed consent document participants will sign or the informed consent handout/script if not obtaining written documentation of informed consent. 

I. Signatures

Principal Investigator:
I certify that the information provided in this application, and in all attachments, is complete and correct.

I understand that I have ultimate responsibility for the protection of the rights and welfare of human subjects, the conduct of this study, and the ethical performance of this project.

I agree to comply with all NCC policies and procedures, the terms of its Federal Wide Assurance, and all applicable federal, state, and local laws regarding the protection of human subjects in research.

I further certify that the proposed research has not yet been done, is not currently underway, and will not begin until IRB approval has been obtained.

Sign and enter date below:


Date signed: Click or tap to enter a date.

Supervisor:
I have reviewed and support this application.

Sign and enter date below:
 

Date signed: Click or tap to enter a date.

Review process
Submit a copy of your completed application and the necessary attachments to IRB@normandale.edu.



Appendix A: Sample Consent Form

[bookmark: _Hlk77616759]IRB Document #:
(name of study) Informed Consent Form

You are being invited to participate in a research study of……….
You were selected as a possible participant because……………..
We ask that you read this form and ask any questions you may have before agreeing to be in the study.


This study is being conducted by………………………………. (include departmental and institutional affiliation of all investigators).

Background Information:
The purpose of this study is to investigate…………………………………………………….

Study Procedures:
In this study you will be asked to………………………………………………………………


Risks and Benefits of Being in the Study:
(Be sure to include a resource for those who may experience discomfort during the process of or after completing the study.)

Compensation:  (For example, course points, money)

Confidentiality:
(Address how the data gathered will be processed and stored, who will have access to the data, whether and how participants will be identified, and what confidentiality safeguards will be in place.)

Voluntary Nature of the Study:
Your decision whether or not to participate will not affect your current or future relations with the College or 
with any of its administrators, faculty, or staff (include “including the Professor in this course” if the study is administered to students in investigators’ classes).  If you decide to participate, you are free to withdraw at any time without affecting those relationships.  (If applicable, say “If you decide not to participate, you will be provided the option of completing an alternative project for extra credit.”)

Contacts and Questions:
If you have any questions, please ask them now. If you have questions or concerns later, or would like to know more about the details and/or results of this study, please contact ………………
[include name(s), phone number(s), and email address(es) of at least one researcher, usually the primary or principal researcher].

If you have a complaint about your treatment in this research project or have questions about your rights as a research participant, please contact Dr. Bridget Reigstad, chair of Normandale's Institutional Review Board (IRB). She can be reached at (952) 358-8575 or IRB@normandale.edu. 

Your signature and submission of completed materials indicates your consent to participate in this research.
You are being given a copy of this form to take home with you.

Signature_____________________________________________________Date_____________________
(Consent forms longer than one page must have a summary statement at the beginning of each page describing key activities, risks and benefits. Each page of the form must be dated and all pages initialed)
(Separate consent must be obtained for 1) participation in the research; 2) audio taping or videotaping; and 3) the use of direct quotations in writing the results)
 Appendix B:  Sample Parental Consent Form
IRB Document #:
(name of study) Parental Informed Consent Form

Your son or daughter has been invited to participate in a research study of………………..
Your son or daughter was selected as a possible participant because he/she……………….
We ask that you read this form and consider whether you consent to allow her/him to participate as a minor in this research.

This study is being conducted by……………………………………………..(include departmental and institutional affiliation of all investigators)

Background information:
The purpose of this study is to investigate…………………………………….

Study procedures:
In this study your son or daughter will be asked to …………………………..

Risks and benefits of being in the study:
(be sure to include a resource for those who experience discomfort during the process of or after completing the study)

Compensation:  (for example, course points, money)

Confidentiality:
(addresses how the data gathered will be processed and stored, who will have access to the data, whether and how participants will be identified, and what confidentiality safeguards will be in place).

Voluntary nature of the study:
Your child’s involvement (or lack thereof) in this research will not affect her/his current or future relations with the College or with any of its administrators, faculty, or staff (include ‘including the Professor in this course’ if the study is administered to students in investigators’ classes).  If your child participates, he/she is free to withdraw at any time without affecting those relationships.  (if applicable, say ‘If your child decides not to participate, she/he will be provided the option of completing an alternative project for extra credit’).

Contacts and questions:
If you have any questions, please ask them now. If you have questions later, or would like to know more about the details and/or results of this study, please contact ……………………. [include name(s), phone numbers(s), and email address(es) of at least one researcher, usually the primary or principal researcher].

If you have a complaint about your child’s treatment in this research project or have questions about your child’s rights as a research participant, please contact Dr. Bridget Reigstad, chair of Normandale's Institutional Review Board (IRB). She can be reached at (952)358-8575 or IRB@normandale.edu

If you consent to allow your child to participate in this research, please provide your signature below.



Signature_____________________________________________________Date_____________________
(If applicable, you will also want to document the child’s assent with their signature on an age-appropriate description of the study)

 (Consent forms longer than one page must have a summary statement at the beginning of each page describing key activities, risks and benefits. Each page of the form must be dated and all pages initialed)
(Separate consent must be obtained for 1) participation in the research; 2) audio taping or videotaping; and 3) the use of direct quotations in writing the results)

Appendix C: Supplementary Form for Student Researchers

1. Student Contact Information: 

a. Name: 

b. Supervisor: 

c. Mailing address: 

d. Phone number: 

e. E-mail address:

2. Describe this student’s preparation for the conduct of this research and affirming the faculty member’s supervisory role. Describe provisions for educating the students on the responsible conduct of research with humans (for example, elements of a course that they are taking).
 
3. If this project is for a course, please provide information on the course, department, assignment, etc.

 Appendix D:  IRB Appeal Process

INSTITUTIONAL REVIEW BOARD
APPEAL PROCESS


Following the outcome of an IRB decision about a proposal, an applicant may appeal the decision by following the procedures listed below.

The request for an appeal must be submitted in writing two (2) weeks prior to the next IRB meeting.  Failure to file a request for an appeal in a timely manner or to request an appeal extension constitutes a waiver of any right to an appeal.  Requests for an appeal or extension are to be submitted in writing to the Chair of the Institutional Review Board. Submit your written request to IRB@normandale.edu. 

The basis for the written appeal will be limited to these reasons:

1.	The stipulations for approval were excessive or not clearly stated.

2.	The published procedure or the procedure timelines were not followed by the Review Board
	as specified in the Institutional Review Board Guidelines.

An appeal is not a request for another review by the IRB.  It represents a procedural safeguard for the applicant and should not be used for anything other than that right and privilege.

The applicant has the sole responsibility for providing all information required for the appeal.  The applicant must show that one or more of the above reasons for appeal have merit.

The appeal will be reviewed by the Institutional Review Board at the next meeting following receipt of the appeal.  After review, the decision made by the Institutional Review Board is final.  Written notification will be sent to the applicant. 
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