
IRB Research Protocol Application

Institutional Review for Human Subjects Research
Please direct any questions regarding IRB application procedures to irb@umary.edu. 
You may also contact the IRB Coordinator, Melissa Bohl, by phone at 701-355-8037.

General Information

1 Primary Contact Name: 

2 Primary Contact Email: 

3 Primary Contact Phone: 

4 Research/Project is: 

☐ Graduate	☐ Undergraduate	☐ Other

5 University Division or Department (N/A if external): 

6 Project Title:

7 Anticipated Start Date:

8 Anticipated End Date:

9 Select Project Type:
1. ☐ Research: Defined by the Common Rule [46 CFR 102(d)] to be "a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge." This is traditional research, most often expressed by students as a doctoral dissertation or a master’s thesis.  Data gathered in this type of investigation is primary data.

2. ☐ Evidence-Based Practice Project/Action Research/Performance Improvement: Action research is generally conducted by practitioners for the purpose of improving practice for a specific audience, organization, or institution. This type of research is often conducted within health care organizations for the purpose of improving patient care or services within a specific organization or provider network. Data in this type of investigation is secondary data.
a. If Evidence-Based Practice Project/Action Research/Performance Improvement is selected, the applicant must submit a letter of support from the Sponsoring/Cooperating Agency. If the project has been reviewed by an internal committee or board, such as a nursing ethics board within the sponsoring agency, evidence of the committee’s findings must be submitted. This letter is not commiserate with IRB approval from the cooperating agency. It is recognized student project may also be subject to organizational IRB requirements. Prior to IRB application to the cooperating agency University of Mary IRB approval should be attained.
b. If Evidence-Based Practice Project/Action Research/Performance Improvement is selected and the application has been reviewed by a departmental or school-based Performance Improvement/Evidence-Based Practice Project Advisory Committee, documentation of the committee’s review and recommendation must be submitted with the application. 

10 What human subjects research area does this project fall into? 

☐ Social/Behavioral (studying behaviors or social structures--any non-biological aspects of human beings)
☐ Biomedical (studying the human body itself)
☐ Mixed: both Social/Behavioral and Biomedical
☐ Other:



11 Project Intention:

☐ Intended for Public/Scientific Dissemination
☐ Intended for Private Use by the Sponsoring/Cooperating Agency

12 Is this project: 

☐ Student Project	☐ Faculty/Staff Project		☐ External Project


Project Investigators - Student Projects

The policies and procedures on use of human subjects for research at the University of Mary apply to all activities involving use of human subjects and performed by persons conducting such activities under the auspices of the University. Research activities involving human subjects are initiated once review and approval by the Institutional Review Board is received.

Please list all project investigators below; include both name and email.

Each investigator will be sent a request to sign the form electronically, so they will need to watch their email for signature requests to come through. This submission cannot advance until all signatures are received.


Project Investigator 1: Name 

Project Investigator 1: Email 

Project Investigator 2: Name 

Project Investigator 2: Email 

Project Investigator 3: Name 

Project Investigator 3: Email 

Project Investigator 4: Name 

Project Investigator 4: Email 

Project Investigator 5: Name 

Project Investigator 5: Email 

Project Investigator 6: Name 

Project Investigator 6: Email 

Project Investigator 7: Name 

Project Investigator 7: Email 

Project Investigator 8: Name 

Project Investigator 8: Email 

Project Investigator 9: Name 

Project Investigator 9: Email 

Project Investigator 10: Name 

Project Investigator 10: Email 


Project Oversight Details - Student Projects

Please enter your advisor/research committee chair's name and email below, as well as the name and email of your department chair. Both parties will be required to review and approve your submission before IRB reviews it.


Project Advisor (Full name):

Project Advisor Email:

Project Advisor 2 (Full name):

Project Advisor 2 Email:

Name of the chair/program director that supervises your academic department:

Chair/program director email:

Project Investigators - Faculty/Staff or Outside Agents

The policies and procedures on use of human subjects for research at the University of Mary apply to all activities involving use of human subjects and performed by persons conducting such activities under the auspices of the University. Research activities involving human subjects are initiated once review and approval by the Institutional Review Board is received.

Please list all project investigators below; include both name and email.

Each investigator will be sent a request to sign the form electronically, so they will need to watch their email for signature requests to come through. This submission cannot advance until all signatures are received.


Primary Project Investigator Name 

Primary Project Investigator Email 

Project Investigator 2 Name 

Project Investigator 2 Email 

Project Investigator 3 Name 

Project Investigator 3 Email

Project Investigator 4 Name 

Project Investigator 4 Email

Project Investigator 5 Name 

Project Investigator 5 Email


IRB Review Level: Check for Eligibility for Exempt Review


61 Will the data be recorded by the investigator in such a manner that the identity of the subjects can be readily ascertained OR be potentially damaging to a participant's financial standing, employability, or reputation? 

☐ Yes	☐ No

62 Will your research participants include prisoners, cognitively impaired, economically impaired, or educationally impaired participants? 

☐ Yes	☐ No

63 Will the information be obtained in such a manner that the identity of the participant can be readily ascertained, directly or through identifiers, linked to the subjects? (Exempt Category 2 or 3--requiring Limited IRB Review) 

☐ Yes	☐ No

64 Does the research involve federal department or agency heads for the purpose of assessing or changing public benefit or service programs? (Exempt Category 5) 

☐ Yes	☐ No

65 Does the research involve the storage or maintenance of identifiable private information or bio-specimens? (Exempt Category 7--requires Limited IRB Review) 

☐ Yes	☐ No

66 Does the research involve using identifiable private information or identifiable bio- specimens? (Exempt Category 8--requires Limited IRB Review) 

☐ Yes	☐ No












Did you answer “Yes” to any of the above?

If So, Project Does Not Qualify for Exempt Review.

If you answered Yes to one or more of the preceding questions, this means that this project does not qualify for exempt review. Skip the next section and go to the Conflicts of Interest section next.

If you answered “no” to all of the above, please continue to the next section.


IRB Review Level: Exempt Research Category

If you did not answer "Yes" to any of the preceding questions, which means it is possible this project could qualify for Exempt Review (the fastest and least restrictive level of IRB review.) Protocols must fit exactly into one of the below categories in order to qualify for Exempt Review. Indicate the applicable Exempt Category (1-4, or 6). If none of the below fully apply to your project, continue to the next section.


67 Category 1. Research, conducted in established or commonly accepted educational settings that specifically involves normal educational 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 educational instructional strategies, and the research on the effectiveness of or the comparison amount of instructional techniques, curricula, or classroom management methods.

☐  My project fits into Category 1

68 Category 2. Research that only includes interactions involving education tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior (including visual or auditory recording) if at least ONE of the following criteria is met. Select below if one of the two criteria fits.

☐ The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects

☐ Any disclosure of the human subjects' 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

69 Category 3. Research involving benign behavioral interventions in conjunction with the collection of information from an ADULT subject through verbal or written response or audiovisual recording if the subject prospectively agrees to the intervention and information collection. At least ONE of the following criteria must be met:

☐ The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects

☐ Any disclosure of the human subjects' 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

70 Category 4. Secondary research for which consent is not required: secondary research uses of identifiable private information or identifiable bio-specimens, if at least ONE
of the following criteria is met.

☐ The identifiable private information or identifiable bio-specimens are publicly available

☐ Information, which may include information about bio-specimens, is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects

☐ The research involves only information collections and analysis involving the investigator's use of identifiable health information when that use is regulated under 45 CFR 160 and 164, subparts A and E, for the purpose of "health care operations" or "research" as defined by the regulations

☐ The research is conducted by, or on behalf of, a Federal department or agency using government generated or
government-collected information obtained for non-research activities, if the research generates identifiable private information that is or will be maintained on information technology that is subject to and in compliance with section 208(b) of the E-Government Act of 2002, if all of the identifiable private information collected, used, or generated as part of the activity will be maintained in systems of records subject to the Privacy Act of 1974, and, if  applicable, the information used in the research was collected subject to the Paperwork Reduction Act of 1995


71 Category 6. Taste and food quality evaluation and consumer acceptance studies, if:

☐ Wholesome foods without additives are consumed

☐ If 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 Protections Agency or the Food Safety and Inspection Service of the USDA


[bookmark: COI_Disclosure]Conflicts of Interest Disclosure

Conflicts of interest must be disclosed in accordance with university policy.

72 Do any investigators or research team members have any relationship or equity interest with any institutions or sponsors related to this research that might present or appear to present a conflict of interest (COI) with regard to the outcome of the research? 

☐ No potential conflicts exist	☐ Yes, potential conflicts exist

73 If yes, name of person with potential COI: 

74 If a potential COI exists, please explain the COI management plan. If you have questions about COIs, contact the IRB Office at irb@umary.edu or 701-355-8037.


Grant & Contract Review


75 Is this project supported in whole or in part by a grant or contract? 

☐ No	☐ Yes

76 Sponsor Name: 

77 PI on Grant:

78 Grant Title/Contract:

79 Project Period Start Date: 

80 Project Period End Date: 

81 Upload Grant Project Summary: 

☐ Upload file


Summary

Please provide a detailed description of your project. Please include full and complete details for your study protocol in order for the IRB to fully understand your proposed methods. If any sections do not contain enough information, the IRB may need to put your application on review while we ask you to submit additional clarifying detail.


82 Purpose for the study/project: 

83 Protocol: Study Design 

84 Protocol: Student Population/Sample

85 Protocol: Procedures To Which Research Participants Will Be Subjected 

86 Protocol: Data Analysis

87 Benefits: 

88 Risks:

89 Use of Data: 

90 How will Informed Consent/Assent be obtained?

91 If direct quotes will be included as part of the analyzed data, is this information in the consent form? 

☐ Yes (must include this information as part of your consent)	☐ N/A

92 Will participants be audio and/or video recorded? 

☐ No	
☐ Yes (Must include this information in the consent; include whether these recordings will be kept, or
transcribed, verified and deleted so only the transcripts will be considered dat

93 Will participants be offered incentives?

☐ No	☐ Yes

94 If yes, describe the incentives: 

95 I confirm that all project investigators have uploaded their CITI Training Certificates using the online form. I understand that this is required to be completed prior to submission of this application form. 

	☐ Yes

Population


96 Will your population include: 
	☐ Adults (18 and over; or else meeting the standard of adulthood for the culture in which the study is
being conducted)
☐ Minors (17 and under; or else meeting the standard for minority for the culture in which the study is
being conducted)
☐ Elderly
☐ Prisoners
☐ Pregnant women, fetuses, or neonates
☐ Persons with a developmental disability
☐ Persons with an economic disadvantage
☐ Persons with an educational disadvantage
☐ Persons employed by the Sponsoring/Cooperating Agency
	☐ Other:

97 If your study will include a vulnerable group, explain the necessity of including that group, as well as the protections that are being implemented in response.

98 Will your population include University of Mary students or employees? 

☐ No	☐ Yes

99 If the UMary students or employees report to you, list the third party contact who will hold all data until final grades have been given or data has been coded (N/A if no reporting relationship exists): 


Human Subjects Informed Consent Form


100 Please upload your completed Informed Consent or Assent form(s) here. You can download a sample form/template from the IRB website if needed.

☐ Upload file

101 No consent form can be submitted, because this is an Evidence-Based Practice Project/Action Research/Performance Improvement project. No consent form can be collected as participation is mandated by the cooperating agency/subject employer. 

☐ Yes		☐ N/A. I have uploaded all applicable consent/assent forms.


Appendices

Note: if you are collecting data at a location not on UMary property or you are wanting to access information via your department (such as a list of emails to contact all students within a given program), you may need to provide a Letter of Support.


102 Please check the boxes for the documents you are uploading with this submission. 

☐ Recruitment Scripts
☐ Survey(s)
☐ Interview Questions
☐ Letter(s) of Support
☐ Flyers/Emails

103 Upload your documents here 

☐ Upload file(s)




Verification

My submission of protocol documents to the University of Mary IRB Office indicates:
1. I agree to full comply with the policies and procedures of the University of Mary IRB Office, as well as applicable programmatic guides, rules, and regulations.
2. I will ensure all personnel involved in the activities outlined in this application have received training on appropriate practices and procedures.
3. I ensure the information provided in this document is accurate and complete and that I am qualified to perform the described activities.
4. I agree to stay within the scope of activities outlined in this application, and I understand any changes in activities must be approved by the IRB before they begin.
5. I understand that this project is not cleared to proceed until I have received an approval letter from the IRB Office. Research cannot begin prior to the receipt of the approval letter.


104 I agree to the above stipulations. 

☐ Yes


Next Steps

Thank you for completing an IRB application form. Please review the following information closely before clicking "submit."

Step One:
After you submit, you will receive a copy of the form via email. Be sure to retain your copy. You will need this in case your advisor or the IRB Office asks you to make changes to your submission and resubmit.

Step Two:
· Student Projects: all investigators, the advisor, and program chair will need to sign off on your submission before it can be reviewed by the IRB. Please notify all of the people whose emails you provided on this form that they will need to watch their email for those approval requests to come in from HelloSign, and sign electronically as they arrive. If anyone wishes to have you make edits, they can email the IRB Office to let us know to end the signature process and cancel this submission. You will then be able to resubmit with the necessary changes and everyone will get new approval requests to respond to.

· Faculty/Staff/External Agent Projects: all investigators will need to sign off before review can begin. Please notify all of the people whose emails you provided on this form that they will need to watch their email for those approval requests to come in from HelloSign, and sign electronically as they arrive. If anyone wishes to have you make edits, they can email the IRB Office to let us know to end the signature process and cancel this submission. You will then be able to resubmit with the necessary changes and everyone will get new approval requests to respond to.

If you have any questions about this process, email us at irb@umary.edu. 

Thank you!
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