Template for Completion of the Online IRB Submission
Please note, there will be other 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.
PART III. RESEARCH DESIGN & METHODS
  1. Introduction and Background. Briefly summarize the nature, scientific or scholarly rationale and significance of the proposed study and any relevant background information on the topic in lay language. Explain the relevance of the study to previous and/or continuing work in the field. Discuss why novel inquiry is necessary. If there is a gap in knowledge, explain how it is anticipated that this research will address the gap. If this research is intended to replicate previous research, provide rationale. 

  2. Specific Aims and Study Objectives. Clearly outline the specific research question(s). Include the study objective(s) and/or hypothesis. 

  3. Materials, Methods and Analysis. Clearly describe the methods and procedures being used, including 1) List assessments and instruments; 2) Provide rationale for inclusion of measures; 3) Detail the analysis process. NOTE: The focus of this section is on methods and procedures. Risks will be described later. 

  4a. Participant Population. Describe the participant population: 1) Provide the rationale for including the participant population. When including any vulnerable populations in the study, explain why inclusion of this population is necessary to accomplish the research aims. 2) List the inclusion criteria such as age range, race or ethnicity, gender, language and literacy, etc. 3) List the exclusion criteria and rationale. 4) Address whether participants must be fluent in English and/or if any of the study activities (i.e., recruitment, consent, assessments, etc.) will be carried out in a language other than English. 

  4b. Participant Population. Discuss the number of participants needed for the research including the following: 1) Provide the targeted number of individuals to be included in the research. 2) If more than one group, provide numbers needed for each group and total number for the entire study. This number should account for any attrition from participants who may withdraw from the study without completing the procedures. 3) Provide rationale for targeted numbers. 

  5a. Recruitment Methods. Describe the process and/or method by which participants will be identified, approached, and recruited for the research, including the following: 1) When and how will each step of recruitment occur (i.e., initial contact, introductions, follow-ups, etc.)? 2) How will the participant population be accessed? Discuss relevant permissions needed to reach the population (e.g., access to listservs, online databases, etc.). 3) List any recruitment materials that will be used, such as advertisements, flyers, or verbal scripts. If no written recruitment materials will be used, explain why not. 4) Which research roles (e.g., PI, Research Assistant, etc.) will recruit participants and how will they will be trained? 

  5b. Recruitment Methods. 1) Describe any screening tests and/or procedures that will be used to ensure that potential participants are eligible to participate. 2) State if this information will be destroyed once eligibility is determined. 
  5c. Recruitment Methods. 1) If any part of the recruitment procedures involves a language other than English, describe any differences in the recruitment procedures for non-English speaking participants. 2) Describe how the research team member(s) are fluent in the language of the participants or if a translator will be used. 3) Describe how materials will be presented in the language understandable to participants (e.g., will translated materials be used?). 4) If the participant’s language is only verbal and not written, state this and explain translation. 

  5d. Recruitment Methods. For research involving a benign behavioral intervention (Exempt Category #3): 1) Describe how the intervention will be distinguished from typical activities. 2) Indicate if any deception will be involved in this intervention, and if so, how any risks will be mitigated. 

  6. Compensation. Will any compensation be offered to participants? NOTE: Course credit qualifies as compensation. 

  6a. Please describe the compensation to be offered as follows: 1) The amount and nature of the compensation (e.g., cash, gift card, course credit, etc.). 2) Explain how and when compensation will be provided, including payment schedules, whether compensation will be reduced if the participant does not complete all activities in the study, and how any proration will occur. 3) Explain how the method and amount of compensation is appropriate for the participant population and study activities (e.g., based on time commitment, number of study visits, travel expenses, age of participant population, etc.). 4) Explain if participants will receive any reimbursement for travel costs or childcare. Describe the amount and nature of the reimbursement, and when it will be provided. 

  7. 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. You will be prompted for further information. 

· 7a. 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. 

· 7b. 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. 

· 7c. 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. 

· 7d. 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.

· 7e. 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.

  8. Are there any provisions for data and safety monitoring? 
· 8a. Describe the provisions for data and safety monitoring for the progress of the research and the safety of the participants.
  9. Potential Benefits of the Research. Describe any potential benefits that may result from the research as follows: 1) Benefits to the general participant population. 2) Direct benefits that may result from participation (e.g., weight loss, supporting their own community, etc.). If there are no direct benefits to participants, please state "no direct benefits."


PART IV. INFORMED CONSENT

Informed consent is a process, not just a form. The IRB must ensure the informed consent process clearly discloses and facilitates the understanding of all information needed to make an informed decision to participate while promoting the voluntariness of participation.

Please use the Mercy University consent / assent templates below and consult related guidance on the IRB Overview & Guidance page to develop your consent forms.

Adult Consent Template
Child Assent Template
Parental Permission Template

As you describe your process in Question 1, please consider the following:

· How will the required elements of informed consent will be conveyed to participants (i.e., informed consent document, verbal script, online consent, etc.)? In certain circumstances, the IRB may approve a consent process which does not include, or which alters, some or all the elements of informed consent or waive the requirements to obtain informed consent.
· Where and when the informed consent process will take place (i.e., in-person in a private room, by phone, online etc.).
· Any cultural considerations (e.g., tribal or group permission requirements, age of majority, technological limitations, etc.).
· Steps that will be taken to ensure voluntary participation and to minimize the possibility of coercion or undue influence.
· Which research roles (e.g., PI, Research Assistant, etc.) will conduct the consent process and how those individuals will be trained (e.g., previous experience or related training, one-on-one training with PI, etc.).
· If multiple participant groups or consent procedures are to be included, these need to be clearly delineated (e.g., consent process for eligibility screening, consent process for in-person main study, etc.).

1. Describe the informed consent process.

As you describe your process in Question 2, consider the following:

· What special provisions, if any, will help individuals who might have trouble comprehending the consent information.  
· If any participants do not speak English, describe: Whether or not the researcher is fluent in the language. 
· Whether or not and how a translator will be used. 
· Whether or not translated consent materials will be used. 
· Whether or not there are any differences in the consent process for different populations based on the language they speak.  
· How you will ensure ongoing consent.
2. Describe how you will ensure that the participants understand all aspects of their involvement in the research.

3. Describe how the researcher plans to document that each participant has provided informed consent and/or assent.
Are you requesting a waiver of documentation of consent (i.e., such that participants are not asked to sign a consent document)?

Are you requesting a waiver or alteration of consent (i.e., such that participants are not asked to go through a full consent process)?

Will your research involve minors (those under the age of majority) or individuals of diminished capacity as participants?

Will your research involve deception of participants?

Please upload the Consent Form you will provide to the study participants.

PART VI. DATA SECURITY ASSESSMENT
1. Do the study data include identifiers? Note: video and audio recordings are considered identifiable.
1a. Describe the identifiers associated with the data.
1b. Justify why identifiers are required to conduct the research.
1c. Described the proposed research use of the identifiable data.

2. Who will have access to the study data?
2A. How will unauthorized access by others be prevented?

3. Where will the study data be stored?

4. Will you be traveling with your data?
4a. Describe how your data will be secured while traveling.

5. For how long will you retain identifiable data?

6. How will you destroy identifiers when no longer required?
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