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Institutional Review Board (IRB)
Proposal Form

The mission of the Southwestern University Institutional Review Board is to evaluate SU faculty, student, and staff research proposals to ensure that human participants are treated with respect and safety and that their rights are protected. Our guidelines follow federal rules for the protection of human subjects. 

Instructions:  
· Make a copy of this Google doc (go to ‘file’ and select ‘make a copy’). 
· Fill out this application form completely, clearly, and concisely. You may use N/A for items that do not apply to your study. Do not alter or remove questions on the proposal form.  
· All supporting information including measures, off-site permission letters, recruitment fliers or scripts, and participant consent forms should be included as appendices in this document (that is, not separate files). 
· Documentation of ethics and other required training must be submitted by the Principal Investigator to irb@southwestern.edu prior to, or simultaneously with, your proposal.
· The IRB requires certification of ethics training for all Principal Investigator(s) prior to any proposal review. If the proposal is deemed more than “minimal risk,” all researchers associated with the study (including student researchers) must provide a certification of ethics training prior to proposal review. 
· Once you have completed this form, the Principal Investigator (SU faculty or staff member) is required to submit the proposal by sharing it with irb@southwestern.edu. 
· For questions, see the Southwestern University IRB website.

1. Project Title  
	



2. Type of Research (select the one that best describes your research)
	
	Individual faculty/staff project

	
	Student project to fulfill a course requirement with faculty supervising 
(e.g., individual projects, class projects, Capstone projects)

	
	Collaborative project with Southwestern students and faculty (not for course credit)

	
	Collaborative project with researchers at other universities

	
	Other (explain):
	



3. Type of Review (select the one that best describes your research). Note that the timelines listed apply to the academic year. The IRB does not operate during Winter Break. During Summer Break, the IRB only reviews Exempt or Expedited proposals or modifications.
	
	[bookmark: _gjdgxs]Exempt Review: To qualify for review at the exempt level, the research must not be greater than minimal risk* and must fall into one or more of the exempt categories described in the Categories of Exempt Research document on the IRB website. Indicate in the box on the left which category number(s) your research falls under. Exempt proposals are reviewed by at least one IRB member within two weeks.

	
	Expedited Review: Research studies that are less than minimal risk*, but not exempt, qualify for expedited review. If expedited review is selected and confirmed by the IRB chair, your submission will be assigned and reviewed by two IRB members within two weeks. 

	
	Full Review: Research studies that are more than minimal risk* require a full review. In such a case, your submission will be reviewed by the IRB committee at a scheduled meeting. You will be invited to attend this meeting to answer questions but you are not required to do so. Note: full reviews are not possible during summer or winter breaks. 


*Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests (45.CFR.46.102(j))(Common Rule). For more on minimal risk, see the IRB website.

4. Proposed Start Date (must be at least two weeks after submission date)
	



5. Data Collection End Date 
For exempt research, data collection can occur for up to 3 years; for expedited and full review research, data collection can occur for up to 1 year.
	



6. Principal Investigator(s) (must be a SU faculty or staff member)
	Names(s)
	

	Title(s)
	

	Email(s)
	

	Name(s) and date(s) of Ethics Training course taken
	


7. Student / other investigator(s)
	Name(s)
	

	Affiliation(s) (if not SU)
	

	Email(s)
	

	Name(s) and date(s) of Ethics Training completed (if applicable)
	



8. Laboratory Safety 
	
(select all 
that apply) 
	Does your project involve:
	Required training
	Date(s) completed
	Does the PI have documentation for all researchers?

	
	participants engaging in vigorous physical activity to which they are unaccustomed?
	CPR/First aid 
	
	

	
	researchers collecting bio-specimens invasively (e.g., blood draw, biopsy) and/or handling bloodborne pathogens?
	CPR/First aid
	
	

	
	
	Bloodborne pathogen
	
	

	
	NONE OF THESE
	
	
	



9. External Project Funding: 
	
(select all that apply) 
	List the funding entity and any IRB requirements or guidelines (if applicable)

	
	Federal funding
	

	
	Other external funding
	

	
	Internal SU funding
	

	
	NO FUNDING
	N/A



10. Conflicts of interest Do you have any conflicts of interest to disclose based on financial (e.g., grants, employment, consultancies, stock ownership) or non-financial interests (e.g., personal or professional relationships) in this project? 
	
	No

	
	Yes, describe: 



11. Purpose of Project  Describe the purpose of the proposed research in language that lay people can understand (approximately 1-3 paragraphs). Please include your research question(s) and how your study will attempt to address it. You will be asked to describe procedures in detail below. Here you should explain the rationale for questions or predictions. Citations are not necessary. 
	



12. Procedures
a. Where will you collect data? (select all that apply and describe)
	
	In person on SU campus
	Location(s): 

	
	In person off-campus
	Location(s):

	
	Online 
	



b. How will you collect data for this project (select all that apply?) 
	
	Bio-specimens (including blood, urine, saliva, hair, sweat, etc.)

	
	Observation of participants

	
	Surveys, questionnaires, or interviews

	
	Audio, video, image, digital or non-digital

	
	Other, specify: 



c. Briefly describe all data collection procedures that will directly affect the participants while enrolled in the study. In the case of surveys, interviews, and questionnaires, please include in the applicable appendix at the end of this proposal form the questions you will use, or at least a representative list of expected questions. Any edits to the questionnaire must be within the same level of risk or you must submit a modification form (found on the IRB website) and receive IRB approval before commencing the study.
	




d. Are you using AI in data collection or data analysis?
	
	No

	
	Yes



If yes, describe how you will use AI and which AI platform(s) you plan to use. If participant data will be shared with an AI platform, specify what participant information will be shared and whether the data will be de-identified before being submitted to the AI platform.
	



13. Sampling Participants Studies must include women and minorities in their samples -- if a minority group is excluded or inadequately represented in this research, a clear and compelling rationale for exclusion or inadequate representation should be provided. 

a. Who will be asked to participate in the research study? (select all that apply)
	
	SU students

	
	SU employees (staff, faculty)

	
	Non-SU individuals



b. Will your sample include individuals under the age of 18?
	
	No

	
	Yes



If yes, describe the risks and safeguards specific to recruiting minors, including applicable assent and guardian consent procedures.
	



c. Does your study specifically target any of the vulnerable populations below? 
	
(select all that apply) 
	What are the risks to this population and the safeguards you will implement? 
(including assent/consent procedures)

	
	pregnant persons or fetuses
	

	
	incarcerated persons
	

	
	economically or educationally disadvantaged persons
	

	
	persons with impaired decision making capabilities
	

	
	NONE OF THE ABOVE
	N/A



d. What is the total number of people you anticipate including in this study? Note: for studies involving greater than minimal risk, the IRB must determine if the benefit of the study outweighs the overall risk of participation across the entire sample.
	



e. Who is eligible to participate (i.e., what criteria must a person meet to be able to participate in this study)?
	· 



f. Who is ineligible to participate (i.e., what criteria would preclude someone from being able to participate in this study)?
	· 



14. Recruitment
a. How will participants be solicited, recruited, or contacted? (select all that apply)
	
	Online group post (e.g., Facebook, Twitter, SU app)

	
	Online individual message (e.g., email, direct message)

	
	In person (e.g., face to face, handing out flyers)

	
	Other, specify: 



b. Will participants be recruited from a group over which the PI has power (e.g., the PI’s students, individuals the PI is coaching, people who work for the PI)?
	
	No

	
	Yes



If yes, describe what safeguards are in place to ensure the PI cannot discriminate based on participation (e.g., anonymity of participation).
	



c. Recruitment materials: All materials aimed at recruiting participants into a research study (e.g., social media posts, advertisements, emails, in-person recruitment scripts, fliers) must be reviewed and approved by the IRB prior to use. The IRB website contains complete information about recruitment materials requirements.
	
	I have included recruitment materials in the appendix at the end of this document.




15. Protecting Participants: Risks

a. Deception 
Will participants be deceived or misled in any way?
	
	Yes, justify: 

	
	No



b. Coercion  In human subject research, coercion is the intentional use of an overt or implicit threat of harm—such as a loss of services, grades, or other entitlements—to force a person to participate in a study.

Is participation voluntary?
	
	Yes

	
	No, explain: 




Will participants be coerced in any way?
	
	No

	
	Yes, explain: 




Will participants receive compensation or other incentives (e.g., course credit, gift cards, raffle entry, cash, food)?
	
	Yes 

	
	No


 
If yes, please explain the type (e.g., course credit, gift cards, food, etc.), amount, and timing of compensation or incentive. Note that if you offer extra credit, you must also offer an alternative means for students to earn that extra credit besides participation in the study (e.g., read and summarize a journal article).
	



c. Physical activity / exercise

 Does the study require physical activity or exercise from participants?
	
	Yes

	
	No, skip to part d 



If yes, are all participants screened using the Par Q & You physical activity readiness questionnaire?
	
	Yes

	
	No, justify: 



If yes, what potential risks are there to the physical effort involved in the study? 
	



d. Offensive or threatening material Will participants be exposed to material or information they might consider offensive, threatening, or degrading? 
	
	Yes, justify: 

	
	No 



e. Personal or sensitive information Will there be a request for any information that participants might consider to be personal or sensitive (e.g., reports of their own behavior involving illegal conduct, drug use, sexual behavior)?
	
	Yes, justify: 

	
	No 



f. Identifiable data Will identifiable data (e.g., participants’ names, phone numbers, home and/or e-mail addresses, student ID, birthdate, etc.) be recorded anywhere other than the consent form? Note that at a small school like Southwestern University, certain combinations of demographic questions might still be identifiable even without names (i.e., someone with access to the data might be able to determine a participant’s identity based on the combination of demographics) and so should be listed as YES here.
	
	Yes

	
	No



If yes, answer the following three questions: 

What identifiable information will be recorded and for what purpose (e.g., making appointments, inherent to studies involving recording)?
	



How will this personal identifying information be stored?
(Select all that apply)
	
	Hard copies in locked file cabinet

	
	Digital copies (e.g., password-protected laptop, SU Google Drive)

	
	Other, specify: 



Who will have access to this identifiable data and for how long?
	



g. Other data (i.e., anonymous or de-identified data)  

How will anonymous or de-identified data be stored? (Select all that apply)
	
	Hard copies in locked file cabinet

	
	Digital copies (e.g., password-protected laptop, SU Google Drive)

	
	Other. Specify: 
	



Who will have access to this anonymous or de-identified data and for how long? Note that data must be stored by the faculty or staff PI, not student researchers, for a minimum of three years.
	



h. Use of bio-specimens Please read the Southwestern University Use of Human Materials for Research Purposes if your project will involve the use of bio-specimens.

Does your project involve storing bio-specimens for future use?
	
	No; skip to part i

	
	Yes; answer the two questions that follow



Describe where the bio-specimens will be stored, for how long, how they will be accessed, and who will have access.
	



Describe the procedures for releasing specimens including the process to request a release, approvals required for release, who may obtain specimens, and the data that will be provided with specimens.
	



i. Data sharing

Will you share data across multiple research sites or in online data depositories (e.g., for purposes of collaboration, OpenScience practices)?
	
	Yes

	
	No



If yes, who will have access to the data and why (e.g., for purposes of collaboration, OpenScience practices)?
	



j. Other risks

Will participants encounter any risks while engaging in your research study, other than those already mentioned in Parts a - i? 
	
	Yes

	
	No



If yes, describe all additional risks. 
	



16. Protecting Participants: Safeguards

a. Informed consent
It is the responsibility of the PI to ensure that prospective participants receive the information needed to make an informed decision to participate in the proposed research study. In most situations, participants must give written informed consent. Does your study require written informed consent?
	
	Yes

	
	No, explain: 



If yes, confirm each statement below by entering X:
	
	I have followed the SU IRB consent form guidelines and template included at the end of this document.

	
	Consent forms for this project will be stored securely and separately from other identifying data.

	
	Consent forms for this project will be stored by the PI for at least 3 years.



b. Debriefing
Explain your participant debriefing procedures. Studies that involve no deception do not require a formal debriefing and you may enter “N/A” here. 
	



c. Privacy
If your study involves the collection of data in the presence of others (e.g., by-standers, other participants), explain how you will protect participants’ privacy during data collection. Otherwise enter “N/A.”
	



d. Data reporting
How will confidentiality/anonymity be maintained in the reporting of findings (e.g., aggregation or combination of low frequency variables, use of pseudonyms)?
	



e. Safety Monitoring (only for studies that present more than minimal risk and/or require full board review) Explain how you will periodically evaluate the data collected regarding harms and benefits to determine whether participants remain safe.
	



17. Protecting Participants: Summary
In the table below, please include each risk you identified in section #15 as a bullet point in the first column, and explain how you will prevent or minimize that risk, and/or resources you will provide after participation (in the case of physical or mental harm) as the corresponding bullet in the second column. These must match the Risks and Safeguards sections of your consent form (except for planned deception as part of the research design which should be addressed in your Debriefing). 
	Risks
	Safeguards

	· 
	· 



18. Benefits
What are the anticipated benefits of the proposed research:

a.  to the research participants? (note: compensation is not considered a benefit)
	



b. to the researcher(s)?
	



c. to the public welfare?
	



Faculty or Staff (Principal Investigator or Project Advisor) Statement of Responsibility
· I am responsible for the protection of the rights and welfare of all human participants. 
· I ensure that I and my student researchers have received the necessary ethics and safety training prior to data collection. Note: if the research is minimal risk, the Principal Investigator may provide ethics training; if the research is more than minimal risk, each member of the research team (including students) must provide to the IRB official documentation of completed ethics training.
· I am responsible for the supervision of all members of the research team, and for adherence to the study protocols described in the approved proposal.
· I understand that I and any investigator included in this proposal may not begin to formally recruit participants until I have received an official letter of approval from the IRB. 
· Once the study is approved, I must seek IRB approval for modifications except when necessary to eliminate immediate hazards to participants. 
· I am responsible for filing a timely report with the IRB in the event that unanticipated problems involving risk or compliance with procedures arise (including an Incident Report).
· I must submit an extension request to continue to collect data beyond the end date approved in this proposal.
· I have read this proposal and confirm that it is clear, accurate, and ready for review by the IRB. 

	
	


Principal Investigator Name								Date
This form must be signed and submitted by the faculty or staff PI (not a student). Electronically sign by typing in your name and date. 

Appendices follow
[please remove and add appendices as applicable for your study]




Consent Form
Please use this form as your template. 
Edit the areas in red font for your study; change everything to black font before submitting.
Any consent form must include the following elements: 
brief introduction, purpose of study, description of procedures, confidentiality, 
risks, benefits, contact persons, consent checklist, signature lines with date.
---------------------------------------------------------------------------------------------------------------------

[bookmark: _6tpv10wgwf9s][image: https://lh5.googleusercontent.com/8qb7SVOxY745kYsdL1EHCxI4nEhCNZjjIyAssi7xMXyfOjVxo18QnM0IllNo1c4Z_NP3if3KAF_ybAcJ7EV2kV3JtFUk1nVRTlGklNMT6QxhJOgp83TbV9e__KWYcfTkCUWnlzjM]
Informed Consent Form

[Title of the study here in bold (accessible to a layperson; 
may or may not match your IRB proposal title).]

INVITATION TO PARTICIPATE: 
Dear [address the participants: “teacher”, “student”, “faculty”, “school principal”, etc.] 
My name is [provide your full name] and I am [identify your role/title at the university, e.g. “student”, “professor”] [identify the program or area of study, if applicable] in [identify the department] at Southwestern University. You are invited to participate in a research study of [insert general statement about the study]. You are being recruited as a possible participant because [explain how the participant was identified and/or inclusion criteria]. Please read this form carefully and ask any questions you may have before agreeing to be in the study. You must be 18 or older to participate in the study.

KEY INFORMATION ABOUT THIS RESEARCH STUDY:
The following is a short summary of this study to help you decide whether to participate, more details are provided below. In this study, you will be asked to [include a brief statement of the procedures that will be done.  For example: You will be asked to complete a survey and a follow-up interview].  We expect that you will be in this research study for [hours/days/months/weeks/years, until a certain event]. The primary risk of participation is [insert primary risk]. The main benefit is [insert main benefit] OR There are no direct benefits to participation in this study.

STUDY PURPOSE: 
The purpose of this study is to [BRIEFLY explain why the research is being done using language understandable to the participant and NO citations. Avoid making references like “variable” or “manipulation” that mean something different in colloquial usage.] 

PROCEDURES FOR THE STUDY:
If you agree to be in the study, you will do the following:
· [Explain, in language understandable to the participants, the research activities they are expected to engage in if they agree to be part of the study. Use bullet points for each research activity for readability. Explain the research activities (e.g., questionnaires, surveys, interviews, focus groups, observations, audio or videotaping, artifact collection, field notes) in the order the participants will experience them. Explain where activities will be performed (e.g., office, classroom, coffee shop, a place convenient to the participant), how frequently, and the expected duration for each. Also specify the total duration of participation in the study.]  

[If the study involves the collection of identifiable private information or identifiable bio-specimens, state either: (1) whether identifiers will be removed and the information or biospecimens could be used for future research studies or given to another researcher without additional informed consent, or (2) that the subject’s information or bio-specimens will not be used for future research studies.]

RISKS: 
[Select the applicable section below to include: There are no known or expected risks to participating in this study. OR Participating in this study poses no risks greater than everyday life. OR The risks to participating in this study are: Use bullet points to list each risk and these must match the Summary in the proposal found in the left column of #17.]

SAFEGUARDS:
If there are no risks, delete this entire Safeguards section. Otherwise
To minimize these risks, the following measures will be taken: 
· [Use bullet points to list each safeguard and these must match the Summary in the proposal found in the right column of #17.]

CONFIDENTIALITY:
Your responses [or information or bio-specimens] will be [anonymous OR confidential; “anonymous” is applicable when only unidentifiable data is collected (e.g., participant identifying information is never collected at any point), “confidential” is applicable when the researcher knows, collects, or has a record of the participant’s name or other identifiable information (e.g., e-mail address, phone number, address, birthdate) but uses pseudonyms or ID numbers during data reporting and data sharing, and the identifiable information is only accessed by the researchers listed in the proposal.]
If online data collection applies to this study, add the following information: We will make every effort to safeguard your data, but as with anything online, we cannot guarantee the security of data obtained via the internet. Third-party applications used in this study may have Terms of Service and Privacy policies outside of the control of Southwestern University. 
The results of this study may be used in reports, presentations, or publications but your name [or other personal information as applicable] will not be used. [If applicable, use the following statement: “Results will only be shared in aggregate form”. Additionally, the researcher must explain where the data will be stored (e.g. locked cabinets, password protected computer), who will have access to the data (e.g., the researcher, research team), and how long the data will be retained (e.g., up to 3 years after the project is completed) and how the data will be disposed (e.g., the paper records will be shredded, the digital files will be erased)]

BENEFITS OF TAKING PART IN THE STUDY: 
[Select the applicable section below to include:] The benefits of participating in this study are [Describe direct benefits to the participants.] OR There are no direct benefits to participation in this study, however, your participation will help [explain the knowledge to be gained from this study and/or how the study will contribute to the field.]  

PAYMENT OR INCENTIVE: 
You [will OR will not] receive payment for taking part in this study. [If payment is involved, explain the amount and the conditions under which the participant will receive compensation. If instead of payment the participants receive credit or other forms of compensation (e.g., gift card), this should be mentioned here. If participants receive compensation for different parts of the study, the compensation schedule needs to be described here as well.]

VOLUNTARY PARTICIPATION: 
Taking part in this study is voluntary. You may choose not to take part or may leave the study at any time. Leaving the study will not result in any penalty [if applicable: but you will not receive payment or incentive]. Your decision whether or not to participate in this study will not affect your current or future relations with [insert appropriate entity: e.g., Southwestern University, the Department of Kinesiology, the baseball team]

ALTERNATIVES TO TAKING PART IN THE STUDY: 
[Include this section only if there is an alternative activity for those who decide not to participate but would still like to receive the payment or incentive.] If you decide not to participate in this study, there are other choices such as __________(describe whether or not there are any activities the participant could do in order to receive the same level of benefit). [OR if there is no alternative, include:] If you do not want to be in the study, there are no other choices except not to take part in the study. 

CONTACT INFORMATION: 
If you have questions about the study, please call me at [insert your phone number] or email me at [insert your SU e-mail address]. [If this is a student research project, include the contact information for the faculty advisor.] You may have a copy of this form for your records. If you have any questions about your rights as a participant in this research or if you feel you have been placed at risk, contact the Southwestern University IRB at irb@southwestern.edu. 
 
PARTICIPANT’S CONSENT:
[If any identifiable specimens or any identifiable private information is collected, you must include one of these statements about use of information in future research.] 
· USE OF YOUR INFORMATION IN FUTURE RESEARCH
[bookmark: _30j0zll]Your information collected for this study will NOT be used or shared for future research studies, even if we remove the identifiable information like your name or date of birth. 
OR
After removing all identifiable information (e.g., your name, date of birth), your data may be used for future research or shared with other researchers without your additional informed consent.  
☐ I give permission for my [insert data information] to be used in future research studies.
☐ I do not give permission for my [insert data information] to be used in future research studies.

[If you are taking audio or visual recordings of participants, you must include this release statement.]
· USE OF YOUR RECORDINGS
Please check the option that applies to you before signing:
☐ I give permission for my [insert what is being audio/video taped, e.g. interviews] to be audio (or video) taped. 
☐ I do not give permission for my [insert what is being audio/video taped, e.g. interviews] to be audio (or video) taped.]

· ACKNOWLEDGEMENT OF CONSENT
I have read this form and the research study has been explained to me. I have been given the opportunity to ask questions and my questions have been answered. If I have additional questions, I have been told whom to contact. I agree to participate in the research study described above and will receive a copy of this consent form.

[Include signature lines below if collecting consent in writing.]

Name of the Participant: _______________________________________

Signature of the Participant: ___________________________________

Date:___________________________

[Include the statement below if collecting consent online:
By clicking the [next] button, I am electronically signing this consent form.]




Recruitment Form(s)
Please provide samples or templates you plan to use for recruitment. 
All recruitment materials must either include the following elements or directly link to a website or document that does: the PI, who is eligible to participate, who should not participate, payment/incentives, and potential risks of participation.
---------------------------------------------------------------------------------------------------------------------




Study Materials
Please provide the materials (e.g., surveys, interview questions, information about medical protocols or devices) you plan to use for the study 
(Small edits to these materials are permitted after approval, as long as they are similar to, and pose no greater risk than, the materials provided here).
---------------------------------------------------------------------------------------------------------------------





Debriefing Information
If you are planning to debrief participants, please provide any materials you plan to use 
(e.g., verbal debriefing script, debriefing handout). 
---------------------------------------------------------------------------------------------------------------------

image1.png
@ SOUTHWESTERN UNIVERSITY




