Template for Completion of the Online IRB Submission

Please note, there will be other questions (largely yes/no questions) for you to complete when filling out the online submission form. However, the items listed below are the items in which the IRB will expect more detailed answers that you might want to have prepared in advance.

1. General Description of Research

1.1 Briefly summarize the nature, significance, and purpose of your proposed study in lay language. Include relevant background information.

1.2 Clearly outline your specific research questions and study objectives.

You only have to answer questions 1.4-1.9 if you plan to do primary research.

1.4 Clearly describe the methods and procedures being used in your primary research.

1.5 How many participants will be enrolled? What is the rationale for this number?

1.6 Describe in IN DETAIL the process and/or method by which participants will be identified, approached, and recruited for the research. Include both inclusion and exclusion criteria.

1.7 Please describe IN DETAIL the compensation to be offered. If no compensation is offered, write "N/A".

1.8.Where will the collection of information about your participants take place?

1.9 Explain how the selection and compensation (if applicable) of participants will be equitable given the purpose and setting of the research.

You only have to answer questions 1.10-1.13 if you plan to do secondary research.

1.10 Please describe, in detail, the original source of the data/biospecimens you will be analyzing

1.11 Describe the type(s) of data and date range(s) of the data you will use and the characteristics of the study research population (e.g., age range, sex, and any other pertinent demographic information.)

1.12. Will you obtain and/or use HIPAA and Protected Health Information (PHI) as part of your research? If so, please describe how authorization is obtained from participants to access and use their information. 

1.13 Will you obtain and/or use student records or materials in your research? If so, please detail the materials you plan to use. 

3. Criteria for IRB Approval of Research

Risk

3.1. Potential Research Risks / Discomforts to Participants. While risks associated with participation may be minimal, all research carries some risk. Please indicate here any reasonably foreseeable risks of harm or discomforts for individuals and / or groups that may result from participation in the research.

3.1a. Information risks. Please explain the following: 1) Likelihood of the risk occurring. 2) Magnitude of the effects the risk would have should they occur. 3) How the risk will be minimized. 

3.1b. Psychological or emotional risks. Please explain the following: 1) Likelihood of the risk occurring. 2) Magnitude of the effects the risk would have should they occur. 3) How the risk will be minimized. 

3.1c. Social risks. Please explain the following: 1) Likelihood of the risk occurring. 2) Magnitude of the effects the risk would have should they occur. 3) How the risk will be minimized. 

3.1d. Physical Risks or harms. Please explain the following: 1) Likelihood of the risk occurring. 2) Magnitude of the effects the risk would have should they occur. 3) How the risk will be minimized.

3.1e. Legal Risks. Please explain the following: 1) Likelihood of the risk occurring. 2) Magnitude of the effects the risk would have should they occur. 3) How the risk will be minimized.

3.2 Please describe any potential benefits that may result from the research.

Data Security

3.3 Are you collecting data? If so, how? What potential risks to subject privacy arise through this method of data collection? How do you plan to minimize those risks?

3.4 Will you be collecting identifiable data? If so, 

(a) describe the identifiers associated with the data

(b) justify why they are necessary to conducting your research. 
(c) Describe the proposed research use of the identifiable data

(d) Self-classify the Risk Level of these data. See application guidance for description of risk levels.

(e-f) Will participants' private information be coded? If so, explain in detail how the key will work, who will have access to the key, how the key will be stored, and how the key will be destroyed. If it will be retained, please justify why. 

(g) For how long will you retain identifiable data?

(h) How will you destroy identifiers when no longer required?

3.5 Describe, in detail, how the data will be transferred and stored, including all relevant security measures in place to prevent violations of confidentiality.  

3.6 Who will have access to the study data? If you have research collaborators, please describe how you will securely share data across your team. 

3.7 If you have provisions for data and safety monitoring, please describe those provisions here. 


Consent

If you are thinking of requesting a waiver or alteration of consent, or a waiver of documentation of consent, we strongly recommend that you reach out to the IRB for discussion ahead of time. Most applicants will not be requesting this and so can skip 3.8 and 3.9.

3.8 If you are requesting a waiver or alteration of consent, your research must: involve no more than minimal risk to the participant; not adversely affect the rights and welfare of the participant; be impractical or impossible to carry out without the waiver. Please justify how your research meets these criteria.

3.9 If you are requesting a waiver of documentation of consent, please justify your request by appealing to one of three candidate justifications outlined in 45 CFR 46.117(c).

3.10 Please describe every step of your informed consent process, including its connection with your method of recruitment. This should include an account of how you will ensure that participants understand all aspects of their involvement in the research and how you plan to document consent. 

3.15 Do you plan on using collected identifiable information for future research outside the scope of this current study? (Answer "No" if you are not collecting identifiable information)? If so, please describe the broad consent process in detail. This should include an account of how you will ensure that participants understand all aspects of their involvement in the research and how you plan to document consent.  
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